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J. Subpart K--Applicant and Enroll ee Protections

In response to public conmment, in this final rule, we
rel ocated certain provisions involving applicant and enroll ee
protections to this new subpart K, “Applicant and Enroll ee
Protections.” Specifically, we noved to this subpart certain
provi sions of proposed 8457.902, which set forth definitions
applicable to enrollee protections, proposed 8457.985, which set
forth requirenents relating to grievances and appeal s, and
proposed 8457.990, which set forth requirenents for privacy
protections. Public comments received on the rel ocated proposed
provi sions and changes nmade to them are di scussed bel ow.

To elimnate inconsistency and potential confusion, and in
response to public comment, we decided to renpbve fromthe
regul ati on text proposed at 8457.995, which provided an overview
of the enrollee rights provided in this part. Instead, we
provi de an overview of the enrollee protections contained
t hroughout the part in the preanble to this final regulation. W
respond bel ow to the general conments on proposed 8457.995, as
well as to any general comments relating to the Consuner Bill of
Ri ghts and Responsibilities (CBRR). To the extent that a coment
on proposed 8457.995 relates to a specific enrollee protection
provi sion cross-referenced in the proposed overvi ew section, but

| ocat ed el sewhere than subpart | of the proposed regul ation, we
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responded to that conment earlier in this final rule in
conjunction with coments and responses relating to that specific
provi si on.

The nost significant changes reflected in this subpart were
made to the proposed “grievance and appeal ” provisions at
8457.985. G ven the lack of clarity regarding the use of the
terms “grievances” and “appeals,” as noted by sone of the
commenters, we renoved these terns fromthe final regulation. W
opted instead, as we make clear in our responses to coments, to
refer to the procedural protections required under this
regul ation as the “review process.” W also note that in
clarifying the scope and type of matters subject to review, we
narrowed the range of nmatters subject to review fromthose
defined in the proposed regulation. The mnimumrequirenents for
a review process identified in this regulation will apply only to
separate child health prograns, and States retain a significant
amount of flexibility in designing their processes.

In this final regulation, a State is required to include in
its State plan a description of the State’ s revi ew processes and,
pursuant to 8457.120, to offer the public the opportunity to
provide input into the design of the review process. W also
clarify that matters involving eligibility and enrollnent, on the

one hand, and health services, on the other, are subject to
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somewhat different review requirenents. Core elenents for a
revi ew process applicable to reviews of both types of matters;
States nay adopt their own policies and procedures for reviews
that address these core elenments. Such policies and procedures
must ensure that -- (a) reviews are conducted by an inpartia
person or entity in accordance with 8457.1150; (b) review
decisions are tinely in accordance with 8457.1160; (c) review
decisions are witten; and (d) applicants and enroll ees have an
opportunity to--(1) represent thensel ves or have representatives
of their choosing in the review process; (2) tinely review their
files and other applicable information relevant to the revi ew of
the decision; (3) fully participate in the review process,

whet her the review is conducted in person or in witing,

i ncludi ng by presenting supplenental information during the
review process; and (4) receive continued enrollnent in
accordance with 8457.1170. Under the provisions of this fina
rule, a State could use State enployees, including State hearing
officers, or contractors to conduct the reviews, reviews could
be conducted in person, by phone or based on the rel evant
docunents, and a State could choose to use the sane genera
process or different processes for reviews of eligibility and

enrol | nent deci sions and heal th servi ces deci sions.
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Wth respect to enrollnment matters, States nust provide an
applicant or enrollee with an opportunity for review of: (1) a
denial of eligibility; (2) a failure to nake a tinely
determination of eligibility; or (3) a suspension or termnation
of enrollnment, including disenrollnment for failure to pay cost
sharing. States are not required to provide an opportunity for
review of these matters if the sole basis for the decision is a
change in the State plan or a change in Federal or State | aw
(requiring an automatic change in eligibility, enrollnent, or a
change in coverage under the health benefits package that affects
all applicants or enrollees or a group of applicants or enrollees
wi t hout regard to their individual circunstances). For exanple,
if a State anends its plan to elimnate all speech therapy
services, a review would not be required if an individual appeals
the denial of speech therapy. The final rules also establish
that States nmust conplete the review within a reasonabl e anount
of tinme and that the process nust be conducted in an inpartia
manner by a person or entity (e.g. a contractor) who has not been
directly involved with the natter under review For matters
related to term nation or suspension of enrollnent, including a
di senrol Il ment for failure to pay cost sharing, the rules require
that a State ensure the opportunity for continued enroll nent

pendi ng the conpletion of the review
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As to adverse health services natters, a State nust provide
access to external review of decisions to delay, deny, reduce,
suspend, or term nate services, in whole or in part, including a
determ nation about the type or |evel of services; or of a
failure to approve, furnish, or provide paynent for health
services in atinmely manner. The external review nust be
conducted in an inpartial and i ndependent nmanner, by the State or
a contractor other than the contractor responsible for the matter
subject to external review. Al reviews nust be conpleted in
accordance with the nmedi cal needs of the patient. The rules
establish an overall 90-day tinme frane for external review,
including any internal review that nmay be available. The rules
al so establish a 72-hour expedited tinme frane in the case where
operating under the standard time frames could seriously
jeopardi ze the enrollee’s life or health or ability to attain,
mai ntai n or regain maxi mum function. In such situations, the
enrol | ee has access to internal and external review, then each
| evel of review may take no nore than 72 hours. |[If the
enrol | ee’ s physician determ nes the revi ew shoul d be expedited
then it nust be conducted accordingly, both for internal (if
appl i cabl e) and external review

In addition, we clarify the notice requirenents at

8457. 1180, and require a State in 8457.110(b)(6) to nake
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avai l abl e to potential applicants, and provide to applicants and
enrol | ees information about the review processes that are
avai l abl e to applicants and enrollees. The rules also require
that States ensure that enrollees and applicants are provided
tinmely witten notice of any determ nations required to be

subj ect to review under 8457.1130 that includes the reasons for
the determ nation; an explanation of applicable rights to review
of that determ nation, the standard and expedited tinme franes for
review, and the manner in which a review can be requested; and
the circunmstances under which enroll ment nay conti nue pendi ng
review. Section 8457.340(d) requires that in the case of a
suspension or termnation of eligibility, the State nust provide
sufficient notice to enable the child s parent or caretaker to
take any appropriate actions that nmay be required to all ow
coverage to continue wi thout interruption.

We provide States with flexibility under 8457.1190 rel ated
to coverage provided through prem um assi stance prograns to
assure that all SCH P eligible children have access to these
enrol | ee protections, while recognizing States’ reduced ability,
or in sonme cases inability, to affect group health plan review
procedures. This section provides that in States choosing to
of fer prem um assi stance prograns, if the group health plan(s)

t hrough whi ch coverage is provided are not found to neet the
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review requirenents of 88457.1130(b), 457.1140, 457.1150(b),
457.1160(b), and 457.1180, the State nust give applicants and
enrol |l ees the option to obtain health benefits coverage other
t han coverage through that group health plan. The State nust
provide this option at initial enrollnment and at each
redeterm nation of eligibility.

1. Overview of Enrollee Rights (proposed 8457.995).

In the proposed rule, we set forth in 8457.995 an overvi ew
of certain enrollee rights that we provided throughout the
proposed rule. In determ ning the scope of consuner protections
to apply to separate child health prograns, we considered the
Secretary’s statutory authority under title XXI and, w thin that
authority, we attenpted to bal ance the goal of ensuring consumner
rights for SCH P-eligible children with the need to afford States
flexibility to design their separate child health prograns. In
this spirit, we proposed the enrollee protections listed in
proposed 8457.995 for enrollees in separate child health
prograns, and we al so solicited public comments on how best to
bal ance these interests in this regul ation.

As noted above, while we renoved proposed 8457.995 fromthe
regul ation text in response to public conment, we respond to the
general comments on proposed 8457.995 below. W respond to

comments on the specific provisions cross-referenced in the



HCFA- 2006- F 729

8457. 995 overview and contained in other subparts along with the
responses to other comments on those cross-referenced provisions.
For exanpl e, proposed 8457.995 contains a cross-reference to
8457. 110 and the coments to proposed 8457.995 al so incl uded
conments on 8457.110. W respond to the latter set of coments
on 8457.110 together with the other conments on 8457.110. Bel ow
you will find our responses to the general comments on 8457. 995.
Fol | owi ng our responses to general conments on this section is an
overview of the enrollee protections provided in this fina
regul ati on.

Comment: One conmenter suggested that HCFA either (1)
consolidate all of the sections that relate to enrollee
protections in one or two sections; or (2) |eave the protections
in different parts of the proposed rule, ensure that the
protections are consistent with the CBRR, and provide a sumary
of the protections in the preanble only. Wile this commenter
strongly supported HCFA's attenpt to address the CBRR, the
commenter believed that the proposed rule does not incorporate
the rights and requirenents in a |logical fashion. They noted
t hat 8459.995 nerely summari zed requirenments found in other
sections of the rule, so it seened redundant and, at tines,

i nconsi stent. According to this commenter, for exanple,

8457.110(b) provided that information provided to enroll ees nust
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be “accurate” and “easily understood” and that the information
nmust be “nade available to applicants and enrollees in a tinely
manner.” Proposed 8457.995(a)(4), however, provided that
“informati on nust be accurate and easily understood and provide
assistance to famlies in making inforned health care decisions.”
These two provisions addressed simlar issues but included
slightly different requirenents, and this comenter argued that
t hese inconsistencies are difficult to reconcile and therefore
could result in inappropriate interpretations by States, courts,
and enrollees. This comenter generally requested that HCFA
reconcil e the substantive requirenents in other sections of the
regul ations with the requirenments in 8457.995(a) and (b).

The comrenter al so reconmended that the provision relating
to “assistance” include a reference to “application assistance”
in 8457.361(a) and to translation services. The sane conmenter
suggested that HCFA correct the citations referenced in
8457.995(a)(3). A different commenter noted that there is no
8457.735(c), and the reference in 8457.995(b) to 8457.735(c)
shoul d i nstead be to 8457.735(b). One commenter al so suggested
t hat HCFA divide 8457.995(c) regardi ng access to energency
services into two separate sections: “access” and “cost sharing

for emergency services.”
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Response: W agree with the comments about the inconsistency
bet ween 8457.995 and certain other substantive sections of the
regul ation. As noted above, to avoid confusion, we renoved
proposed 8457.995 fromthe regul ation text and provide an
overview in the preanble of the enrollee protections provided
t hroughout the regulation. As for the conments about the cross-
references and the need to address certain issues separately, we
made every effort to ensure that the cross-references in the
final regulation are correct and that issues are adequately
addressed in the regul ation provisions and explained in the
overvi ew now provi ded in the preanble.

Comment: Many comenters expressed support for HCFA s
decision to incorporate the CBRR provisions in the proposed
regul ati ons. One conmenter specifically noted that the rights to
apply for assistance, to have applications processed in a tinely
manner, to be informed about benefits, participating providers
and coverage decisions, and to have access to a fair process to
resol ve di sputes are basic consunmer protections that are critica
to ensuring that the program s prom se of health care coverage
becones a reality. Another commenter supported the recognition
of consuner protections relating to emergency services,
participation in treatnent decisions, and respect and

nondi scrim nation. One commenter expressed support for HCFA
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offering States a good deal of flexibility in the application of
t hese requirenents.

Response: W appreciate the support expressed by the
coment ers.

Conment: Several commenters believed that HCFA exceeded its
statutory authority in applying the CBRRto title XXI
regul ati ons. Several commenters recommended del eting section
8457. 995 because, in their view, there is no basis for
i npl enentation of the CBRRin title XXI and, in nmany cases,
States already have Patient Bill of Rights laws. One comrenter
noted that children in Medicaid expansion prograns will be
covered under consuner protections available in Medicaid, while
children in separate child health prograns will be covered under
State consunmer protection laws. One comenter suggested that,
where a conflict exists, or simlar requirenents are inposed by
State law, State |aw should prevail. This sane commenter urged
HCFA to consider a “substantial conpliance” process in these
i nstances. Several other commenters added that they support
protecting health care consunmers, but that, in their view,
requiring the States to inplenent specific consunmer protections
for SCH P coul d have additional fiscal and adm nistrative inpact

on their prograns.
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Response: In establishing the applicant and enroll ee
protections, we did not sinply inport the CBRR W considered
our statutory authority, the nature and scope of State |aws that
m ght apply to separate child health prograns, the need for
m ni nrum consuner protection standards, and the States’ authority
under title XXI to design their own program consistent with the
requi renents of Federal law. There is statutory authority under
title XXI for each enrollee protection included within this fina
regul ation as outlined in the overview and set forth in this
part. W describe the statutory authority for each of the
enrol |l ee protections in the preanble to each proposed section
contai ning an enrollee protection, in the “Basis, Scope, and
Applicability” regulation section of each subpart containing one
of the enrollee protections, and often in our responses to the
specific comments on the sections or subparts of the proposed
rule containing the enrollee protections. Wile we renoved
8457.995 fromthe regulation text, this was done for clarity and
to pronote consistency, and does not reflect any change in our
position regarding the statutory authority for the cited enrollee
prot ections.

States are required to ensure that enrollees in separate
child health progranms are afforded the m ni mum consuner

protections set forth in this regulation. These m ni num
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protections set a framework within which States nmay design their
procedures consistent with applicable State | aws, and we believe
it wll not be difficult to ascertain whether Federal or State

| aw prevails. |If a contractor serving enrollees in a separate
child health programis subject to State consumer protection |aw
that is nore prescriptive in the areas addressed in this

regul ation, then in conplying with State |law, the contractor wl|
conply with this Federal regulation as well. For exanple, if a
State law requires the conpletion of its review processes for
certain health services decisions within a shorter tine frame
than does this regulation, the State will conply with both
Federal and State |law when it conplies with the shorter State-
required tine frame. On the other hand, if the Federal tine
frame requirenent is shorter, the Federal requirement wll
prevail. W have set specific tine frames inonly alimted
nunber of circunstances to establish the outer boundaries of an
efficient and effective systemthat acconplishes the purpose of
the Act. G ven the scope of the flexibility afforded States
under these rules, we expect that the instances where these
Federal rules will inpose nore stringent standards than those

i nposed by State law, in those States with an applicable State
law, will be Iimted. |In addition, the processes by which

certain disputes are resolved are left conpletely to States’
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di scretion; in such cases, State rules will control. By
requiring that a State delineate review procedures in its State
pl an, we expect the State plan devel opnent process, including
public notice and conment, will pronpte State-specific approaches
to designing review procedures that reflect |ocal issues and
accommopdate the State’s admi nistrative structure, while ensuring
m ni mum protections to applicants and enrol | ees.

W will work with States to resolve any questions that m ght
arise in a particular State. No additional conpliance process
will be instituted beyond that which is already established in
subpart B of part 457 under the authority of section 2106(d)(2)
of the Act, which requires States to conply with the requirenents
under title XXI and enpowers HCFA to withhold funds in the case
of substantial nonconpliance with such requirenents.

As for the fiscal inpact of these requirenents, we do not
believe that the costs need to be large relative to the cost of
services provided to enrollees. The protection of enrollee
rights is a critical conponent of programcosts for the provision
of child health assistance. States retain broad flexibility to
design and i nplenent efficient and effective review processes.
Because these regul ations do not prescribe any particular review
process, States have the flexibility to rely on other already

established State review processes for the purpose of resolving
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di sputes that arise in the context of their separate child health
progr amns.

Comment: One conmenter noted that, in the preanble to the
proposed regulation, we cited a Presidential directive on the
CBRR as justification for inposing requirenents on State child
health plans. This conmenter believes that this justification
was not sufficient because the proposal conflicted with Executive
Order 13132 provisions limting federal agencies from
unnecessarily limting State flexibility. This comenter
expressed the view that HCFA | acks authority to i npose the CBRR
upon the States to the extent that the CBRR contradi cts Congress’
unanbi guous i ntent when enacting title XXI and to the extent that
it conflicts with E.O 13132. In this commenter’s view, title
XXI was designed to provide flexibility to the States in creating
and i npl enenting SCH P prograns, and requires the States to
describe to HCFA the different aspects of the State plans with
mnimal restrictions. This commenter argued that, although
Congress adopted a general approach intended to allow States to
desi gn and experinment with their progranms, HCFA has applied the
CBRR to renove States’ flexibility, and has brought the CBRR to
bear nost heavily on States that exercised that flexibility.

This commenter asserted that a State should be able to tailor its

own programto achieve the broad goals of the CBRR and shoul d be
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able to do so by innovative neans tailored to the needs of its
popul ation. In this comenter’s opinion, we could “cure” the
regul ation (1) by elimnating proposed 88457.985, 457.990 and
457.995; and, nore inportantly, (2) by evaluating each separate
programon its own terns.

Response: As noted above, there is statutory authority for
each applicant and enrollee protection outlined in the overview
and set forth in this part. 1n considering how to devel op
applicant and enrollee protections for this regulation generally,
we attenpted to bal ance the inportant goal of ensuring consumner
rights for the SCHI P-eligible population with the flexibility
afforded States under title XXI to design their separate child
heal t h prograns, and we have al so considered the val ue of
enrol | ee feedback through the review process in ensuring
conpliance with programrequirenents. 1In all instances, we have
based our regul ations on the provisions of title XXI. In our
view, the final regulations conply with title XXI and are
consistent with the CBRR and E. O 13132. The regul ations
establish m ni num standards and offer States the opportunity to
design their own systens and procedures consistent with these
standards. This final regulation does not require a uniform

system for providing basic protections to children and their
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famlies but rather recogni zes and permts significant State-by-
State variation.

Comment: One State expressed concern that the |evel of
detail of the CBRR provisions in the proposed regul ati on severely
limts States’ flexibility in contracting and hanpers their
ability to adjust contract provisions that are not working well.
Anot her commenter stated that HM>s and insurers would be |ess
likely to participate in SCHP if they have to inplenment both the
State requirenments and the requirenents within the proposed rule,
whi ch may have conflicting | anguage.

Response: W appreciate the comenters’ concerns and have
taken the comments into account in these final regulations. 1In
order to provide all applicants and enrollees the protections
establ i shed by these regul ations pursuant to title XXI, it is
essential for contracts to reflect the provisions in this fina
regul ati on. However, while we included several inportant
protections within this regulation, we also omtted other details
and protections provided by the CBRR, to allow States to design
their own review procedures and to mnimze any conflict with
applicable State law. States have flexibility in the design and
i npl enent ati on of applicant and enrollee protections and we are
avai l abl e to provide technical assistance to States and to

facilitate discussions anbng States as they devel op or revise
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contracts so that they conply with the final regulations. W
will also share informati on about successful State practices
anong the other States.

Comment: One commenter recommended that HCFA use national
standards in applying the principles outlined in the CBRR such
as the Standards on Uilization Managenent and Menber Ri ghts and
Responsibilities of the National Conmttee for Quality Assurance
(NCQA). This comrenter believed that a standardi zed system
reduces adm nistrative conplexity and cost and is nore likely to
benefit all managed care enrollees. The comenter reconmended
that the final rule include provisions that allow States to adopt
ot her systens that conport with the BBA and HCFA's Quality
| mprovenent Standards for Managed Care objectives (Q SMO)
subj ect to review and approval by HCFA

Response: W appreciate the reconmendation for using the
standards issued by NCQA, a private organi zation that accredits
managed care entities, on Uilization Managenent and Menbers
Ri ghts and Responsibilities. W encourage States to explore such
nodel s as a neans to devel op and i npl enent high quality processes
that protect applicant and enrollee rights in a conprehensive
manner. \Wile there are advantages to a standardi zed system we
consi dered such nodels and opted to devel op m ni mum st andards and

permt States the ability to adopt or vary from such nodels, as
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|l ong as the standards established by the final regulations are
met .

Comment: Several commenters suggested that a provision be
added to 8457.995 to require States to include in their managed
care contracts provisions that inplenent all relevant State | aws
in the area of managed care consuner protections. One of these
commenters believed that State | aw protections should apply to
State contracts with entities arranging for the delivery of care
that m ght not be licensed insurance carriers.

Response: Wile we recogni ze the inportance of the nanaged
care consuner protections contained in many States’ |aws, we do
not require that the contracts conply with State consuner
protection | aws applicable to certain health plans. The
i nclusion of such protections in SCH P contracts is a matter of
State law. To the extent that a nmanaged care entity or entity
that contracts with a State in connection with its SCH P program
is subject to State insurance or business |aws, the entity woul d
be required to conply with applicable State |aw. W encourage
States to include in their contracts with health plans, or other
organi zati ons, the applicable patient protections required under
State law to the extent they do not conflict with the standards

in this regulation.
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Comment: One conmenter suggested that this overview section
also list enrollees’” rights to Iinguistic access to services.
This commenter recomrended that the preanble explain these rights
and provi de exanples, such as providing bilingual workers and
linguistically appropriate materials that include recommendati ons
on how States and contracted entities can conply. Another
commenter requested that cultural conpetency and |inguistic
accessibility requirenents be incorporated throughout the
provi sions on information, choice of providers and plans, access
to energency services, participation in treatnment decisions,
respect and nondi scrim nation, and grievances and appeal s.

Response: W addressed these comments in subpart A al ong
with other comments on 88457.110 and 457.130 invol ving conpliance
with civil rights requirenments and the |inguistic appropri ateness
of information provided to enroll ees.

Overview of Applicant and Enroll ee Protections in Fina

Requl ati on

In this final rule, we require States to provide certain
protections for applicants and enrollees in separate child health
progranms. Qutlined below are the protections afforded under this
regul ati on.

I |Information Disclosure
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Section 457.110 provides that States nust nmake accurate,
easi |y understood, linguistically appropriate infornmation
avai lable to famlies of potential applicants, applicants, and
enrol | ees and provide assistance to famlies in making inforned
heal t h care deci sions about their health plans, professionals,
and facilities. |In addition, this section that fam lies be
provi ded i nformati on on physician incentive plans as required by
the final regulation at 8457.985. W also require, at
8457.65(b), that a State nust submt a State plan amendnent if it
intends to elimnate or restrict eligibility or benefits, and
that the State certify that it has provided prior public notice
of the proposed change in a form and manner provi ded under
applicable State |law, and that public notice occurred before the
requested effective date of the change.

Under 8457.350(g), we require States to enable famlies
whose children may be eligible for Medicaid to nmake infornmed
deci si ons about applying for Medicaid or conpleting the Medicaid
appl i cation process by providing information in witing on the
Medi caid program including the benefits covered and restrictions
on cost sharing. Such information nmust also advise famlies of
the effect on eligibility for a separate child health program of
nei t her applying for Medicaid nor conpleting the Medicaid

application process. Finally, 8457.525 provides that the State
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must make a public schedul e avail able that contains the foll ow ng
i nformati on: current cost-sharing charges; enrollee groups
subject to the charges; cunul ative cost-shari ng maxi nuns;
nmechani snms for maki ng paynents for required charges; and the
consequences for an applicant or enrollee who does not pay a
charge, including the disenrollnment protections required in
8457. 570.
I Choice of Providers and Pl ans

The rules provide enrollees with certain protections
regardi ng choice of providers and plans through 88457.110 and
457.495. Section 457.110 provides that the State nust mnake
accurate, easily understood, linguistically appropriate
i nformati on available to famlies of potential applicants,
applicants, and enroll ees, and provide assistance to famlies in
maki ng i nfornmed heal th care decisions about their health plans,
prof essionals, and facilities. Section 457.495 provides that, in
its State plan, a State nust describe its nethods for assuring:
1) the quality and appropriateness of care provided under the
plan particularly with respect to well-baby, well-child and
adol escent care, and i muni zations; 2) access to covered
services, including energency services as defined at 8457.10; 3)
and appropriate and tinmely procedures to nonitor and treat

enrol |l ees with chronic, conplex, or serious nedical conditions,
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i ncludi ng access to specialists experienced in treating the
specific medical condition; and 4) that decisions related to the
prior authorization of health services are conpleted in
accordance with the nedi cal needs of the patient, within 14 days
of the receipt of a request for services.

I Access to Energency Services

Sections §8457.410(b), 457.515(f), 457.555(d), and 457.495
address the right to access energency services. Section 8457.10
defines “energency nedical condition” and “emnergency services”
usi ng the “prudent | ayperson” standard recommended by the
President’ s Advi sory Commi ssion and adopted by many States in
their consuner protection |laws. Section 457.410(b) requires that
regardl ess of the type of health benefits coverage offered under
a State’s plan, the State nust provi de coverage for energency
servi ces as defined in 8457. 10.

Under 8457.555(d), for targeted | owincone children whose
famly inconme is from101 to 150 percent of the FPL, the State
may charge up to twice the charge for non-institutional services,
up to a maxi mum anmount of $10.00, for services furnished in a
hospital enmergency roomif those services are not energency
medi cal services as defined in 8457.10. Under 8457.515(f),
States nust assure that enrollees will not be held Iiable for

cost-sharing anounts beyond the co-paynent anmounts specified in



HCFA- 2006- F 745

the State plan for energency services provided at a facility that
does not a participate in the enrollee’s managed care networKk.
Section 457.495(b) provides that inits State plan, a State nust
describe its methods for assuring the quality and appropri ateness
of care provided under the plan particularly with respect to
access to covered services, including enmergency services as
defined at 8§457.10.
I Participation in Treatnent Decisions

This regul ation gives enrollees in separate child health
prograns the right and responsibility to participate fully in
treatment decisions. Under 8457.110, the State nust nake
accurate, easily understood, linguistically appropriate
i nformati on available to famlies of potential applicants,
appli cants and enroll ees and provi de assistance to famlies in
maki ng i nfornmed heal th care decisions about their health plans,
prof essionals, and facilities. The State nust al so nmake
avai l abl e to applicants and enrollees information on the anount,
durati on and scope of benefits and names and | ocations of current
partici pating providers, anong other itens. |In addition, under
8457.985, States nust guarantee that its contracts for coverage
and services conply with the prohibition on interference with
heal th care professionals’ advice to enrollees, requirenent that

prof essi onal s provide information about treatnent in an
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appropriate manner, the limtations on physician incentive plans,
and the information disclosure requirenents related to those
physi ci ans incentive plans referenced in that provision. W also
requi re under 8457.110(b)(5) that the State have a nmechanismin
place to ensure that information on physician incentive plans, as
required by 8457.985, is available to potential applicants,
applicants and enrollees in a tinely manner. W al so provide
under 8457.130 that the State plan nust include an assurance that
the State will conply with all applicable civil rights
requirenents, including title VI of the Cvil R ghts Act of 1964,
title Il of the Anericans with Disabilities Act of 1990, section
504 of the Rehabilitation Act of 1973, the Age Discrimnation Act
of 1975, 45 CFR part 80, part 84, and part 91, and 28 CFR part
35.
I Cvil R ghts Assurances

In 8457.130, we require in the State plan an assurance that
the State will conply with all applicable civil rights
requirenents, including title VI of the Cvil R ghts Act of 1964,
title Il of the Anericans with Disabilities Act of 1990, section
504 of the Rehabilitation Act of 1973, the Age Discrimnation Act
of 1975, 45 CFR parts 80, 84, and 91, as well as 28 CFR part 35.
These civil rights laws prohibit discrimnation based on race,

sex, ethnicity, national origin, religion, or disability.
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I Confidentiality of Health Infornmation

The regul ati ons address this right in 8457.1110, which
provi des privacy protections to enrollees in separate child
heal th prograns. Under that section, the State nmust ensure that,
for nedical records and any other health and enroll nent
i nformati on maintained with respect to enrollees (in any form
that identifies particular enrollees; the State and its
contractors nust establish and inplenent certain procedures to
ensure the protection and mai ntenance of this infornmation.

I Review Process

Sections 457.1130(b) and 457. 1150(b) provide that enroll ees
in separate child health prograns nust have an opportunity for an
i ndependent external review by the State or a contractor, other
than the contractor responsible for the matter subject to
external review, of a decision by the State or its contractor to
del ay, deny, reduce, suspend, or term nate health services, in
whole or in part, including a determ nati on about the type or
| evel of services; or for failure to approve, furnish, or provide
paynment for health services in a tinely manner. Section
457.1160(b) sets a tine frame under which this process nust
occur, including an expedited tine frane in the case where an
enrollee’s life or health or ability to attain, maintain or

regai n maxi mum function are in jeopardy.
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2. Basi s, scope, and applicability 8457.1100.

This subpart interprets and inplenents section 2101(a) of
the Act, which provides that the purpose of title XXI of the Act
is to provide funds to States to enable themto initiate and
expand the provision of child health assistance to uninsured,
| ow-i ncome children in an effective and efficient manner; section
2102(a)(7)(B) of the Act, which requires that the State plan
i nclude a description of the nethods used to assure access to
covered services, including energency services; section
2102(b)(2) of the Act, which requires that the State plan include
a description of nmethods of establishing and conti nui ng
eligibility and enrollment; and section 2103, which outlines
coverage requirenents for a State that provides child health
assi stance through a separate child health program This subpart
sets forth m ni mum standards for applicant and enrollee
protections that apply to separate child health prograns.

3. Definitions and use of terns (sel ected provisions of
proposed 8457.902).

Bel ow we wi Il address the comments on the definitions in
proposed 8457.902 and terns used in proposed 8457.985 that relate
to the applicant and enrollee protections set forth in this new

subpart K
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I n proposed 8457.902, we defined contractor as “any
i ndividual or entity that enters into a contract, or a
subcontract to provide, arrange, or pay for services under title
XXl of the Act. This definition includes, but is not limted to,
managed care organi zations, prepaid health plans, primary care
case nmanagers, and fee-for-service providers and insurers.” As
stated in the preanble to the proposed rule, we defined the term
contractor in proposed 8457.902 because it is used nobst
significantly in reference to accountability for ensuring program
integrity. However, we also used the termin proposed 8457.985
relating to grievances and appeals. Because the termis now used
in subparts | and K, we noved the definition of contractor to
8457.10. W retained the definition of contractor set forth in
the proposed regulation. W defined the term“grievance” in
proposed 8457.902 as “a witten comuni cation, submtted by or on
behal f of an enrollee in a child health program expressing
di ssatisfaction with any aspect of a State, a managed care or
fee-for-service entity, or a provider’s operations, activities or
behavi or that pertains to — (1) the availability, delivery, or
quality of health care services, including utilization review
deci sions that are adverse to the enrollee; (2) paynent,
treatnment, or reinbursenent of clainms for health care services;

or (3) issues unresolved through the conplaint process
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established in accordance with 8457.985(e).” In the preanble to
the proposed rule, we indicated that we “defined the term
‘grievance’ to provide sone context into the section requiring
States to have witten procedures for grievances and appeal s.”
We defined the termgrievance to be consistent with the proposed
Medi cai d managed care regul ations, and to give the States the
opportunity to utilize the process that is already in place for
the Medi caid program

As noted earlier, we are now referring to the procedura
protections afforded to applicants and enrollees in separate
child health progranms under this regulation as a “revi ew
process.” Because the termgrievance is no |onger used or needed
in our provisions regarding the review process, we renoved the
definition fromthe regul ation text.

Comment: One conmenter noted that there is a definition of
the term“grievance,” but no definition of the term “appeal.”
Anot her comment er proposed that we delete the definition of
gri evance. Several commenters recommended that HCFA ensure that
the ternms “grievance” and “appeal” are enpl oyed consistently
across all progranms, including Medicare, Medicaid and SCH P
t hese commenters expressed confusion about different uses of the

terms “grievance,” “appeal” and “conplaint” in these other

progranms. One commenter al so questioned whether the reference to
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8457.985(e) was intended to be to 8457.985(d). This comrenter
recomended that it would be clearer for HCFA to use the
term nol ogy used in the proposed Medi cai d managed care
regul ati ons. Another commenter argued that federal requirenents
for resolving enrollee conplaints and grievances will reduce plan
partici pati on because nany plans will not be willing to have
separate processes for SCH P enrol |l ees that exceed existing State
statutory requirenents.

Response: Consistent with our nodified approach to
requirenents in this area, under which we give States flexibility
in how they choose to handl e many types of disputes, we renoved
the definition of “grievance” fromthe regulation text. W are
now referring to the procedural protections afforded to enrollees
in separate child health prograns under this regulation as a
“review process.” Therefore, we did not add a definition of
“appeal .” W rectified the incorrect cross-reference noted by
the conmenter in renoving the definition of grievance fromthe
regul ation text. W agree that, to the extent that we intend to
i npose Medicaid requirenents, we should use the same term nol ogy.
In this regul ation, however, we determ ned not to require States
to adopt the Medicaid approach to review processes, but we did

attenpt to use consistent term nol ogy as appropri ate.
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In order to assure the fair and efficient operation of SCH P
and to ensure that children eligible for coverage under separate
child health progranms have access to the health care services
provi ded under title XXlI, these final rules establish m ninmm
consuner protection standards for applicants and enrollees in
separate child health prograns bal ancing a recognition that State
|l aw varies in this area with the need to assure certain
protections to all children, regardless of where they live. If a
contractor serving separate child health programenrollees is
subject to State consuner protection law that is nore
prescriptive in the areas addressed by this regulation, then the
contractor, in conplying with State law, will conply with this
Federal regulation as well.

Comment: Several commenters believed the term “contractor”
as used in 8457.985(a) is too broad. One commenter said the
definition appeared to include every fee-for-service physician
that serves a participant in a separate child health program
According to this comenter, this rule nakes such a physician’s
deci sion to provide Tylenol instead of an antibiotic subject to a
gri evance procedure. The commenter noted that this policy may
di scourage physician participation in the program and recomrended
that the statenment exclude those providers to whomthe enrollee

is not “locked in” or whomthe enrollee is not otherw se required
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to utilize. One conmmenter noted that inconsistency in the use of
“participating contractors” in 8457.995(g)(1) and “participating
providers” in 8457.985(a) resulted in confusion. Another
commenter believed that the term“participating providers” as
used in 8457.985(a) needed to be clarified because “providers”
are generally defined as health care professionals, agencies or
institutions. It was also not clear to this comenter why
“health providers” would be included in this directive. |If the
termintended was contractors, in the view of this commenter,
8457.985(a) should be anended. |[If another neaning is intended,
the commenter recommended that it be added to the definitions at
8457. 902.

Response: W intended to include in the term“contractor”
any individual or entity that would enter into a contract with a
State to furnish child health assistance to targeted | owi ncone
children. As reflected in 88457.1130(b) and 457.1150(b), we
bel i eve enrol |l ees nust have an opportunity for an independent,
external review of a determ nation to delay, deny, reduce,
suspend, or term nate health services, in whole or in part,
i ncluding a determ nation about the type or |evel or services; or
for failure to approve, furnish, or provide paynent for health
services in atinmely manner. This right applies whether or not

the actions nmentioned were taken by a State directly or by a
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contractor. Because we believe that we acconplish this goal with
the definition as proposed, we did not nodify the definition of
contractor. W agree that we created confusion by using
“participating contractors” and renoved 8457.995(g)(1) and its
reference to “participating contractors” fromthe regul ation
text. W also agree that we created confusion by using the term
“participating providers” and not defining it. Qur intent was to
ensure that applicants and enrollees receive witten notice of
deci sions that they have the opportunity to challenge through a
review process. In 8457.1180, we did not use the term
“participating providers,” and clarified that a State nust assure
that applicants and enrollees receive tinely witten notice of
any determ nations subject to review under 8457.1130. This could
be acconplished, for exanple, by requiring contracting nanaged
care entities to provide notice either directly or through a
provi der serving as an agent of that entity.

4. Privacy protections 8457.1110 (proposed 8457.990).

We proposed that the State plan nust assure that the program
conplies with the title XIX provisions as set forth under part
431, subpart F--Safeguarding Information on Applicants and
Reci pients. Mreover, we proposed that the State plan nust

assure the protection of information and data pertaining to
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enrol | ees by providing that all contracts will include guarantees
t hat :

I Oiginal nedical records are released only in accordance
with Federal or State law, or court orders or subpoenas;

I Information fromor copies of nedical records are rel eased
only to authorized individuals;

I Medical records and other information are accessed only by
aut hori zed i ndi vi dual s;

I Confidentiality and privacy of mnors is protected in
accordance with applicable Federal and State |aw,

I Enrollees have tinely access to their records and to
i nformation that pertains to them and

I Enrollee information is safeguarded in accordance with al
Federal and State laws relating to confidentiality and di scl osure
of mental health records, nedical records, and other information
about the enrollees.

We proposed that State child health plans are subject to any
Federal information disclosure safeguard requirenents as well as
requi renents set forth by their State regarding infornmation
di scl osure, including use of the Internet to transmt SCH P data
bet ween and anong the State and its providers. W also proposed
that el ectronic transm ssion of data to HCFA nmust conply with

HCFA' s policies and requirenents regardi ng privacy and
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confidentiality of data transm ssions. Data transm ssions

bet ween providers, health plans, and the State woul d be subject
to these requirenents. Finally, we proposed to provide that the
State nust assure that the programw || be operated in conpliance
with all applicable State and Federal requirenents to protect the
confidentiality of information transmtted by el ectroni c neans,

i ncluding the Internet.

Comment: One conmenter strongly supported the inclusion of
the Medicaid privacy protections for all SCH P enrollees and the
listed contract requirenents regarding information protection and
access for enroll ees.

Response: W appreciate the comenter’s support for the
i nclusion of the specific |anguage relating to the Mdicaid
provi sions, and we have retained this requirenent in the fina
rule. As for the listed contract requirenments regarding
i nformati on protection and access for enrollees, we have nodified
slightly our requirenments in the final rule. Specifically, we
are requiring that for nedical records and any other health
i nformati on maintained with respect to enrollees that identifies
particul ar enrollees, States and their contractors nust abide by
all applicable Federal and State | aw regarding confidentiality
and di sclosure; nmaintain records and information in a tinely and

accurate manner; specify the purpose for which information is
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used and di scl osed; and except as provided by Federal or State
| aw, ensure that enrollees may request and receive a copy of
their records and request that information be suppl enented or
corrected. To mnimze potential inconsistencies with other
Federal regul ations, we have renoved the specific references to
saf eqguardi ng el ectronic data transm ssions, including the use of
the Internet to transmt SCH P data. Simlarly, we have
el i m nated the | anguage requiring safeguarding of information
because subpart F of part 431 al ready includes such a
requirenent. W also clarify that original nedical records and
other identifiable information nust be offered the sane | evel of
protection under this rule. These revisions should not be
interpreted as a reduction in privacy protections. The
protecti ons addressed by the conmenter will be afforded to SCH P
applicants and enrollees in separate child health prograns,
consi stent with any other applicable |aw

Comment: Two conmenters supported the provision requiring
that the State plan nust provide that all contracts will include
guarantees that protect the confidentiality and privacy of
m nors, subject to applicable Federal and State [aw. One
commenter noted that both State and Federal |aw contain a variety
of provisions that protect the confidentiality of mnors.

According to this comenter, mnor consent statutes in every
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State accord mnors the right to give their own consent for
services and often provide confidentiality protection for mnors
as well. Another commenter believed that confidentiality is
critical to ensure that adol escents seek health care services,
particularly those related to reproductive health. Both

adol escents and providers consistently identify concerns about
confidentiality as a major obstacle to health care for

adol escents. This comrenter urged HCFA to encourage States to
ensure that all information, including statenments expl aining
benefits related to reproductive health services and fam |y
planning, is provided to enrollees in a confidential nanner.

Response: W appreciate these comenters’ support. The
final rule requires States to abide by all applicable Federal and
State |laws regarding confidentiality and disclosure, including
those | aws addressing the confidentiality of infornmation about
m nors and the privacy of mnors, and privacy of individually
identifiable health information.

Comment: One conmenter recomended that HCFA explain in the
preanbl e | anguage how t hese privacy protections interact with the
privacy standards proposed in Cctober 1999 and the security
standards proposed in August 1998. This conmenter believed that
it is extrenely inportant that all of the protections are

har noni zed so that the legal interpretations of State and
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contractor obligations are not unnecessarily confusing. O her
commenters noted that the SCHI P protections shoul d be consi stent
with the rul emaki ng on Standards for Privacy of Individually
Identifiable Health Information (Federal Register, Novenber 3,
1999).

One coment er expressed general concern about what they
viewed as the lack of consistency across the federal governnent
and the States regarding privacy standards. The commenter noted
that dual regul ation increases conpliance costs, which are
ultimately passed on to enroll ees and consunmers. This conmenter
specifically suggested that 8457.990(b) be del eted and repl aced
with a requirenment that the State health plan nust assure the
protection of information and data pertaining to enrollees by
providing that all contracts contain identical privacy
protections as required under current federal Medicaid contract
requirenents. If this change was not acceptable, the comrenter
had alternative suggestions. The comenter first noted that the
term “aut hori zed individual s” is not defined in 8457.990(b) (2)
and 8457.990(b)(3) and suggested that clarification is necessary
to ensure that this definition includes all parties needing
access to enrollee information for treatnment, adm nistration,
paynment, health care operations and ot her appropriate purposes

consistent with Medicaid standards. Second, this conmmenter
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suggested the need to clarify in 8457.990(b)(5) that enrollees’
right to access information pertaining to themfalls under the
Federal Privacy Act of 1974.

Response: W agree with the need to harnonize the SCH P
privacy requirenments and ot her Federal privacy |aw and policy,
and as a result have made several changes to this section. In
revising 8457.1110, we exam ned the proposed Medi cai d Managed
Care regulation (63 FR 52022), the proposed Medi care+Choi ce
regul ati on (63 FR 34968), and the proposed requirenents set forth
under the authority of the Health Insurance Portability and
Accountability Act (H PAA). Additionally, we acknow edge the
commenters’ point that “authorized individuals” was not defined
and have deleted it fromthe final regulations so as not to
conflict wwth Federal or State | aw addressing permni ssible
di scl osures. W also elected not to specify particul ar Federal
or State laws in the final regulation (in order to clarify that
we intend to require that States follow all applicabl e Federal
and State laws, including |laws and regul ations not yet finalized
or devel oped).

Comment: One commenter reconmended that HCFA review the
Anmeri can Acadeny of Pediatrics policy statenment, “Privacy
Protection of Health Information: Patient Ri ghts and Pediatrician

Responsi bilities” (Pediatrics Vol. 104 No. 4, Cctober 1999).
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Response: W appreciate the suggestion that we review the
Acadeny’s report, and in our review found that it provided useful
i nformati on regarding patient rights and pediatrician
responsibilities fromthe Acadeny’s perspective. W encourage
providers and others to review the report for additiona
i nformati on on conplying with aspects of Federal and State
privacy law. For the purposes of this regulation, however, we
attenpted to harnonize the privacy requirenents for separate
child health progranms with other applicable Federal |aw, and
opted not to adopt additional neasures.

Comment: One conmenter expressed that 8457.995(f) is
awkward in that it excludes confidentiality protections and
access rights afforded by other |laws, such as local or triba
|l aws, as well as industry practices that are nore protective of
confidentiality and provi de greater access to health infornmation.
This commenter recomrended renoving the words “only” and “federa
and State law’ from 8457.995(f) so that it reads: “States nust
ensure the confidentiality of a enrollee’s health information and
provi de enrol |l ees access to medical records in accordance with
applicable | aw (8457.990)."

Response: As noted above, we renpoved 8457.995(f) fromthe
regul ation text. W considered this comment, however, wth

respect to proposed 8457.990(b) (1), (b)(4), and (b)(6). W did
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not intend the proposed privacy protections to preclude greater

| ocal or tribal protections or protections of enrollee access to
i nformati on. However, dependi ng upon the applicable Federal or
State law, it is possible that [ ocal or tribal protections could
be preenpted if the Federal or State law in questions requires a
preenpti on.

Comment: One State indicated that its separate child health
program uses a prem um assi stance program under which it woul d
not contract for health services and therefore would not have a
mechani smto enforce the proposed privacy requirenents. The
State indicated that the nechani sm available to i npose these
requirenents is the State Insurance Code, and recommended it be
recogni zed.

Response: States are required to ensure that enrollees in
separate child health prograns are covered by the m ni num privacy
protections defined under 8457.1110 of this regulation,
regardl ess of what nodel is used to deliver services under a
separate child health program funded with Federal SCHI P funds.

If the prem um assi stance programis subject to State insurance

| aw that requires the m ninmum privacy protections consistent with
those set forth by this regulation, then the State will be in
conpliance with this requirenent. |If a group health plan

participating in the State’s prem um assi stance program does not
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conply with the m ninmum privacy requirenents set forth in this
regul ation, then the State may not provide SCH P coverage to
separate child health programenrollees through that group health
pl an.

5. Revi ew processes 88457.1120-457.1190 (proposed 8457.985).

In the proposed rule, we provided that the State and its
partici pating providers nmust provide applicants and enroll ees
witten notice of the right to file grievances and appeals in
cases where the State or its contractors take action to: (1)
deny, suspend or termnate eligibility; (2) reduce or deny
services provided under the State' s benefit package; (3)

di senroll for failure to pay cost sharing. 1In addition, proposed
sections 88457. 365, 457.495, and 457.565, respectively, required
t hat 8457.985 apply in these specific circunstances. In
8457.361(c), we proposed to require that the State nust send each
applicant a witten notice of the decision on the application and
if eligibility is denied or term nated, the specific reason or
reasons for the action and an explanation of the right to request
a hearing within a reasonabl e anount of tine.

We further proposed in 8457.985(d) that the State nust
establish and nmaintain witten procedures for addressing
gri evances and appeal requests, including processes for interna

review by the contractor and external review by an i ndependent
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entity or the State agency. W proposed that these procedures
for grievances nust conply with the State requirenments for

gri evances and appeals that are currently in effect for health
i nsurance issuers (as defined in section 2791(b) of the Public
Heal th Service Act) within the State. W proposed that
procedures nust include a guarantee that the grievance and
appeal s requests will be resolved within a reasonabl e period of
tinme.

We al so proposed that States may el ect to use the grievance
procedures as described in part 431, subpart E regarding fair
heari ngs for Medicaid applicants and recipients, and the Medicaid
gri evance and appeal procedures for Mdicaid nanaged care
entities, which were set forth in the Medicaid Managed Care
proposed rule (63 FR 52022).

We further proposed to require that the States and their
contractors nust have in place a neani ngful process for review ng
and resolving conplaints that are submitted outside of the
gri evance and appeal s procedures as part of the quality assurance
process.

In addition, we proposed at 8457.985(e) that the State nust
guarantee, in all contracts for coverage and services, enrollee
access to information related to actions which could be subject

to appeal in accordance with the “Medi care+Choi ce” regul ati on at
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8422. 206, which prohibits “gag rules” and protects enroll ee-

provi der communi cations, and 8422.208 and 8§422.210, which address
limtati ons on physician incentive plans and requirenments for

i nformati on disclosure to enrollees related to those plans.

Fol | owi ng are responses to coments on proposed 8457. 985.

Conmment: One conmenter suggested reorgani zing 8457.985 into
a nore logical format to keep all of the grievance sections in
one subpart, with cross-references as appropriate.

Response: W agree with this comment and nmade appropriate
changes to the regulation text to consolidate provisions relating
to the review process. In this final regulation, we noved
proposed 8457.985(a), (b),(c), and (d) relating to review
procedures from subpart | to subpart K, and further revised and
clarified these sections.

We retai ned subparagraph (e) related to provider-enrollee
comuni cations and limts on physician incentives as the whol e
8457.985 in subpart I. In addition, to inprove clarity and to be
responsi ve to coments, we revised that section

Sections 88457.1120 - 457.1190 are the provisions of the
final regulation that represent the reworking of proposed
8457.985. Subpart K now contains nost of the provisions relating

to the review process, and related provisions in other subparts
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were revised or deleted as appropriate, to be consistent with the
provi si ons of subpart K

Comment: Many commenters noted that the |ack of m ninum
standards nmay cause lengthy tinme periods for conpletion of
gri evance and appeal s processes, |eaving many enrol |l ees w thout
needed benefits. The commenters believed that, despite the
difficulties in establishing a grievance and appeal s systemt hat
addresses the needs of States, participating contractors,

Medi cai d, and SCHI P, consistency between the Medicaid and SCH P
procedures is integral to ensuring ease of adm nistration for
providers and quality care for enrollees. The comenters noted
that because enrollees nmay transfer between Medicaid and SCH P at
different tines, consistency in the application of grievances and
appeal s processes would elinmnate confusion. The comrenters
recomended t hat HCFA establish a set of mninmum standards the
States and participating providers nmust neet when providing
services to enrollees.

Response: In finalizing this regulation, we attenpted to
strike a bal ance between State flexibility and enrollee
protection consistent with the provisions and franework of title
XXI. Rather than requiring Medicaid grievance and appea
requi renents for separate child health prograns, we adopted core

el ements for a review process under 8457.1140, and m ni num
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standards for inpartial review, under 8457.1150, that States with
separate child health prograns nmust neet. W also included,

under 8457.1160, specific tine frames for review of health
services matters and a requirenent that review of eligibility and
enrol |l ment matters be conpleted within a reasonabl e anount of
time. W also required, in both cases, that States consider the
need for expedited review in appropriate circunstances. W
recogni ze that enrollees will often nove between the two
progranms, and we encourage States to standardi ze the review
processes to the extent possible and rely on Medicaid procedures
when it is advisable to do so. In 8457.110, we also require that
States notify potential applicants, applicants and enroll ees of
the procedural protections afforded to applicants and enroll ees
under the separate child health program This information should
hel p ease transition between Medicaid and separate child health
prograns, to the extent that a State chooses to inpl enent

di fferent review systens.

Comment: Several commenters believed that grievance and
appeal rights are inappropriate for title XXI. Likew se, one
commenter believed that SCH P is not an entitl enent program and
shoul d not be subject to the grievance procedures required for
entitlenment prograns. In the view of this comenter, HCFA has

exceeded its statutory authority in applying the CBRR to the
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title XXI regulations. One conmenter recomended del eting
8457. 985 because, in their view, there is no basis for the
devel opnent of Federal grievance or appeal processes in title
XX, and expressed that States should have the flexibility to
devel op and apply processes consistent with State |aw. Anot her
comment er reconmended al so del eting 8457. 365 because t hey
bel i eved we had exceeded our authority, and reconmended that in
the final rule a reference to all eligibility actions (denial,
suspensi on, and term nation) be incorporated in 8457.361(c).
Response: W acknow edge that a separate child health
program may be quite different froma State’s Medi caid program
and the final regulation does not require States to conply with
the Medicaid requirenents for grievance and appeal procedures.
However, we believe that States operating separate child health
prograns under title XXI need to establish a review process and
conply with m ni num standards. While title XXI provides States
with a great deal of flexibility, section 2101(a) of the Act
provi des that the “purpose of the title is to provide funds to
States to enable themto initiate and expand the provision of
child health assistance to uninsured, |owincone children in an
effective and efficient manner.” As we asserted in the preanble
to the proposed rule, review processes that neet certain m ni num

standards are essential conponents of State prograns in order to
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assure that child health assistance is provided in an effective
and efficient manner.

Mor eover, section 2102(b)(2) requires that a State plan
i nclude a description of nethods “of establishing and continui ng
eligibility and enrollment.” Procedures to address adverse
determinations related to eligibility or enroll nent are necessary
for ensuring accurate assessnents of initial and ongoi ng
eligibility. Section 2102(a)(7)(B) requires a State in its State
plan to describe methods used “to assure access to covered
services.” This section supports our requiring mniml standards
for a review process designed to ensure that eligible children
have access to covered services, including an expedited review
process when there is an imedi ate need for health services.
Section 2103 also requires a specific scope of coverage, and
provi des the authority for the provisions of the final regulation
that seek to assure that a nmeaningful review process is in place
to enforce that access requirenent. In the final regul ation,
eligibility actions and procedural protections related to such
actions are described in 88457.1130(a), 457.1140, 457.1150(a),
457.1160(a), 457.1170, and 457.1180.

Comment: Several commenters believed States should be
all oned to use existing appeal nechanisns for managed care. One

comment er noted opposition to Federal requirenents that would
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force the States to alter standard commrercial plan contracts(for
exanpl e, specific appeals criteria or procedures), and urged HCFA
to allow States to devel op appeals and grievance procedures that
are consistent with State i nsurance regul ations. Anot her
conmenter noted that under New York law, Child Health Plus
enrol | ees are granted broad grievance and utilization review
rights, as well as external appeal rights for certain
determinations. These rights are set forth in detail in the
menber handbook or contract, and whenever services under the
program are denied as not nedically necessary, individuals are
advi sed of their appeal rights. This conmenter supported
allow ng States to use existing procedures in |lieu of “Medicaid-
style” procedures. One comrenter noted that such an approach is
nore efficient and that a separate grievance process woul d be
probl emati c because the costs of it would be subject to the 10
percent adm nistrative cap

Response: As noted above, we do not require any particul ar
type of review process. States have discretion under these rules
to design their own review process and we fully expect that such
procedures nmay vary from State to State while still operating
consistent with the requirenents adopted here. W recognize,
however, that our review process requirenents m ght necessitate

changes in standard commercial contracts if such contracts are
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used in separate child health prograns. However, we believe that
t hese changes are likely to be mniml given the broad discretion
left to States to establish their review procedures. The
regul ati ons provide a mninmum |l evel of protection to applicants
and enrollees in separate child health prograns. To the extent
that the State health insurance | aw on reviews is nore stringent
than, but also conplies with, these requirenents and the State or
its contractor is subject to that State health insurance |aw,
these rules will not inpose any new requi renents on States or
their contractors. W believe that title XXl ensures that
enrol | ees enjoy sone m ni mal procedural protections regardl ess of
the State in which they reside.

Comment: Several comenters believed that HCFA shoul d
clarify that States with separate child health prograns have
flexibility in setting up appeals processes to determnm ne what
appeal s are submtted to whom and do not need to use the
Medi cai d procedures. For exanple, the commenters asked for
clarification that, if a State uses the health plan or another
appeal s body for its review process, the State can have
gri evances sent directly to that entity.

Response: Wile the use of Medicaid fair hearing procedures
for a separate child health program may be efficient for sone

States as it may elimnate the need for two parallel, and to sone
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extent, duplicative processes, the use of Medicaid procedures is
not required in a separate child health program States may
determine the structure of their review process as long as it
conplies with the m nimum standards of this regulation. 1In order
to alleviate any confusion created by the | anguage of proposed
8457.985(c), which noted that States have the option to adopt the
Medi cai d procedures, we renoved that | anguage fromthe fina

regul ati on text.

Comment: One conmenter believed that HCFA should clarify
that States that have inpl enmented Medi caid expansi ons nust
provi de applicants and recipients all of the Medicaid
protections.

Response: To clarify, States that inplenent Medicaid
expansi ons mnmust provide applicants and enrollees all of the
Medi caid protections. Subpart K only applies to separate child
heal t h prograns.

Comment: One conmenter was concerned about the grievance
procedures proposed in the Medicaid managed care regul ati ons.

The comrenter was concerned about the neaning of the term

“conplaint;” obligations to submt the decision and case file to
the State agency; issues arising fromthe State fair hearing
process; the obligation of a nanaged care entity to issue a

notice of intended action; adm nistrative issues regardi ng how
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t he organi zati on handl es conpl aints and gri evances; and
conti nuati on of benefits obligations pendi ng appeal .

Response: This commenter’s concerns relate to the fina
regul ati on for Medicaid nmanaged care, and are beyond the scope of
this regulation. W direct interested parties to review the
Medi cai d managed care final rule, once published, for issues
related to Medicaid nanaged care. Again, subpart K only applies
and relates to separate child health prograns.

Comment: One conmenter requested that HCFA clarify whet her
a State that has existing laws relating to consunmer protections
is able to choose its Medicaid procedures instead. A different
comment er suggested that the proposed regul ati ons could be read
to suggest that HCFA anticipates that States will use both the
Medi cai d procedures and procedures applicable to comrercia
health plans. However, this conmenter noted that many States do
not have the sanme grievance rules for Medicaid and for conmerci a
health plans, so it nay be inpossible for nanaged care entities
to nmeet both sets of requirenents. This second conmenter assuned
that HCFA intended that the use of Medicaid procedures and
procedures applicable to comrercial health plans woul d be
alternatives, and recommended that HCFA clarify this issue.

Response: As noted above, the use of Medicaid procedures

may be efficient for States, but those procedures are not
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required. State |aws applicable to comrercial plans may or may
not apply to a separate child health program depending on the
provisions of the State aw. W expect that States that decide
to adopt Medicaid procedures for the review process in their
separate child health programw || thereby be neeting State | aw
requi renents applicable to comrercial health plans. However,
this rule only establishes core el enents and m ni mrum st andar ds
for reviews; it does not require States to adopt Medicaid review
pr ocedur es.

Comment: A few commenters proposed giving States three
options to conply with requirenents for grievance and appeal s
procedures: 1) processes that conply with the State grievance
and appeal procedures currently in effect for health insurance
i ssuers; (2) the Medicaid rules, systens and procedures; or (3)
the Health Carrier External Review Mdel Act as devel oped by the
Nat i onal Association of Insurance Commi ssioners (NAIC).

Response: W appreciate the suggestion on possi bl e nodel s.
However, rather than mandating a specific, detailed nodel that
States nust follow, we elected instead to establish core elenents
and m ni mrum standards that reflect the nost inportant aspects of
these and ot her nodels of patient protection, but give States
flexibility over the design of their review process. States can

el ect to use any nodel as |long as that nodel addresses each of
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the core elenments and neets or exceeds the mnimum requirenments
set forth by this regulation.

Comment: One conmenter supported internal review by the
contractor and external review by an independent agency (or the
State agency) for appeals related to eligibility, prem uns and
benefits. Another commenter questioned HCFA' s requirenent for
external and internal review

Response: W appreciate the support expressed by one of
t hese commenters and acknow edge the divergi ng opi nions on the
value of internal and external reviews. 1In this fina
regul ati on, we address external review only, and only with regard
to adverse health services matters. Under 8457.1130(b) of this
final regulation, we require that a State ensure that an enrollee
has the opportunity for external review of a decision by the
State or its contractor to delay, deny, reduce, suspend, or
term nate health services in whole or in part, including a
determ nation about the type or |level of services; or for failure
to approve, furnish, or provide paynent for health services in a
tinmely manner. Under 8457.1150(b) we require that States nust
provi de enrollees with the opportunity for an independent,
external review that is conducted either by the State or a
contractor other than the contractor responsible for the matter

subject to external review. States retain the flexibility to
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det er mi ne whet her, how, and when to require internal review of

t hese deci sions and ot her kinds of decisions and actions. As for
decisions relating to eligibility and disenrollnent for failure
to pay cost sharing, as described bel ow, a review process that
nmeets core elenents outlined in 8457.1140, and applicable
standards of 88457.1150-1180, will neet the standards set by

t hese regul ations. W note that under 88457.1150(a), we require
that a review of an eligibility or enrollnment matter as descri bed
in 8457.1130(a), must be conducted by a person or entity who has
not been directly involved in the matter under review. This
could be a State agency or an independent contractor enployed by
the State to assist with making eligibility determ nations. The
State may decide to use the sanme review process for reviews of
eligibility and health services or different process at its

di screti on.

Comment: One conmenter believed that the grievance and
appeal system nust be designed to provide enrollees with a single
point of entry so that, regardless of the subject matter,
enrollees file their grievances or appeals with a single State
entity. The entity would then be responsible for assigning it to
the appropriate review ng authority.

Response: W recogni ze the inportance of easy and cl ear

access to the review process. |In 8457.110(b)(6), we require
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States to make available to potential applicants, and to provide
to applicants and enrollees information on the review process.

We also require States to describe the core elenments of their
review process in their State plans, in part to assure that the
public has input into the design of the review process. A single
point of entry may be an efficient way to nanage the process,
particularly if the State decides that different entities will be
responsi bl e for reviewing health services and eligibility

deci sions. However, a single point of entry for the review
process is not required by this final regul ation.

Comment: One conmenter expressed their view that the rul es
| ack sufficient clarity and specificity to ensure that consuners
wi || be accorded adequate due process protections in a State that
does not adopt the Medicaid procedures. Accordingly, in this
commenter’s view, HCFA should outline the basic requirenents that
nmust be addressed by a State if it does not choose the Mdicaid
system At a mininmum this comrenter suggested that these
requi renents should specify: (1) the content of the witten
notice; (2) circunstances for continued benefits; (3) processing
of grievances and fair hearings including exhaustion
requirenents; (4) the enrollees’ rights and responsibilities

during the grievance and fair hearing process; (5) standards for
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conduct of the hearing; and (6) tine franes for expedited and
final resolution of grievances and appeal s.

Several comrenters underscored the need for due process
protections in title XXI because of the lack of entitlenent to
benefits under the program and recommended requiring the Medicaid
procedures. One commenter suggested that fam lies need ful
access to an inpartial review process, tinely and adequate
notices, opportunities to review records and evi dence and exan ne
wi tnesses, the right to represent thenselves or to bring a
representative, the right to receive a decision pronptly, and the
right to pronpt corrective action. According to this comenter,
referencing State | aws wi thout applying specific standards w ||
be i nadequate to assure equitable treatnment of children because
sonme of the |aws are | oose and vague on matters such as the tine
period within which a grievance nust be resol ved, who nust hear
t he appeal, and what notice nust be provided.

Anot her commenter considered it inappropriate to allow
States with separate child health prograns to use |ess stringent
appeal procedures than required under Medicaid. In the
commenter’s opinion, SCH P benefits are targeted at | owincone
children who, |ike Medicaid eligibles and recipients, have
limted resources. The commenter also noted that while SCH P is

not an entitlenent, constitutional due process considerations nay
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apply and require that recipients be afforded m ni mal
protections. |If this is the case, the commenter noted that
HCFA' s current proposed rule may not neet those standards.

Response: W agree with these commenters about the need to
set forth m ninmum standards for procedural protection for States
with separate child health prograns and provide these protections
in 88457.1120 t hrough 457.1190 of the final regulation. W
adopted many of the commenters’ suggestions in these sections of
the final regulation, consistent with basic principles of due
process. W did not elect to issue requirenments for exhaustion
of an internal review process, opting instead to require externa
review of health services matters as described in 8457.1130 and
setting maximumtime frames for the conpletion of external review
(and internal, if available) in 8457.1160(b). It is within each
State’s discretion whether and in what conditions internal review
will be available. The requirenent is that the external review
be inplenmented within 90 days (taking into account the nedica
needs of the patient). |If a State chooses to establish interna
review, internal and external review nust be conpleted wthin
that tinme frane.

W also left to the State’s discretion enrollee
responsi bilities during the review process, although the

regul ati ons do set forth basic enrollee rights in 8457.1140.
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Many of the other protections suggested by the comenters have
been addressed throughout 8§8457.1120-457.1180. |In these
sections, we identify basic procedural protections that are
common to nost review procedures and that nust be provided in the
context of separate child health prograns. However, in the
interest of preserving State flexibility, we left many of the
particul ar design elenments related to inplenmenting the
protections to the State’s discretion.

Comment: One conmenter noted that clarification is needed
with regard to which types of decisions are subject to which
gri evance and appeal s processes.

Response: W acknow edge the need for clarification about
the scope of the requirenents relating to review processes and
provide it in the final regulation at 8457.1130.

Comment: One conmenter noted inequity in the fact that
Medi cai d expansi on prograns receive 75 percent FMAP for grievance
and appeal activities while separate child health prograns are
required to pay for these activities within the 10 percent limt
for adm nistrative expenditures.

Response: As the comrenter indicated, section 2105(c)(2) of
the Act places a |limt on administrative expenditures. The costs
of a review process are subject to the enhanced matching rate

under SCHI P and may or may not be considered adm nistrative costs
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that fall under the 10 percent adm nistrative cap, depending on
the nature of the expenditure and the nmethod by which it is paid.
While there is no cap on administrative expenditures within
Medi cai d, such expenditures consune far |ess than 10 percent of
Medi cai d spending. To the extent that a State relies on
preexi sting review mechani sns, such as those that may be
operating under the State’s insurance |aws, the State’s enpl oyee
health plan or it’s Medicaid program further efficiencies nay be
realized.

Comment: Several commenters noted the need to include
gri evance or appeal protections for providers who contract with
SCHI P managed care entities or with SCH P prograns on a fee-for-
service basis. In the opinion of these commenters, such
protections are necessary because many of these “safety net”
provi ders cannot afford to have paynents w thhel d, delayed or
deni ed without an expedited process to challenge the actions of
the managed care entity or SCHI P program One State did not
support the requirenent that providers be given a notice of
appeal .

Response: W agree that States need to adopt procedures to
address these concerns, but did not include in the proposed
regul ation or incorporate in this final regulation a requirenent

that States adopt procedural protections for providers involved
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in disputes with a State or a contractor. Providers and their
advocates may work at the State | evel to obtain such protections,
whi ch States have the flexibility to provide.

Comment: Several commenters recommended that the regul ation
require that bilingual workers and linguistically appropriate
materials used in application assistance, including information
relating to grievances and appeal s, be nade available to ensure
that all applicants, including those with limted English
proficiency and persons with disabilities (parents and guardi ans
with disabilities) are given notice and understand their rights
concerning eligibility. Conmenters reconmended that the preanble
explain the title VI mandate requiring |linguistic access to
services and give exanples of how States and contracted entities
can conply. Two comenters asked that both the preanble and
regul ations make it clear that failure to provide linguistically
and culturally appropriate notices and services is grounds for
filing a grievance or appeal.

Response: W addressed these comments in subpart A al ong
w th other comments on 8457.110 and 8457. 130.

Comment: One conmenter on 8457. 365 noted that the grievance
and appeal provisions depend alnost entirely on the ability of
famlies to know about and conprehend the nature of the rights

avai l able. According to this comrenter, organizations upon which
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famlies rely for information should be utilized in a
famly-friendly manner.

Response: |In 8457.110 we set forth requirenents regarding
the availability of accurate, easily understood, linguistically
appropriate information for potential applicants, applicants, and
enrol | ees, including informati on about the review process. W
al so encourage organi zati ons working with enrollees to provide
appropriate assistance to enrollees’ famlies in accessing and
navi gating the review processes in the State. Additionally,
under 8457.1140(d)(1), we require that States provide applicants
and enrollees with the opportunity to represent thensel ves or
have representatives of their choosing in the review process.

I State plan requirenent 8457.1120 (proposed 8457.985(b)).

Proposed 8457.985(b) required States to establish and
mai ntain witten procedures for addressing grievances and
appeals. W received many conments to subpart A noting the need
for nore routinized public input into the devel opnment of the
State plan. In order to ensure public input into the devel opnent
of the grievance and appeal procedures and ensure that each State
addresses the core elenents as it designs its procedures, the
final regulations require a State to describe its review process
inits State plan, pursuant to 8457.1120. W believe that the

conmbi nation of State flexibility, m ninum Federal standards, and
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public input will produce systens that provide necessary and
appropriate procedural protections w thout inposing a “one size
fits all” approach.

I Matters Subject to Review 8457.1130 (proposed 88457.361(c),
457.365, §457.495, 457.565, 457.970(d), 457.985(a)).

Eligibility and Enroll nent Matters

In 8457.361(c), we proposed to require that States provide
an applicant whose eligibility is denied or an enroll ee whose
enrollnment is termnated with an explanation of the right to
request a hearing. |In proposed 8457.985(a)(1) and (2), we
proposed to require that States give applicants and enroll ees
witten notice of their right to file grievances and appeals in
cases where the State takes action to deny, suspend, or termnate
eligibility, or to disenroll for failure to pay cost sharing.
Section 457. 365 of the proposed regul ation provides that a State
nmust provide enrollees in separate child health prograns with an
opportunity to file grievances and appeals for denial, suspension
or termnation of eligibility in accordance with 8457. 985.

Li kew se, 8457.565 of the proposed regulation provided that a
State nust provide enrollees in separate child health prograns
with the right to file grievances and appeals as specified in
8457.985 for disenrollnment fromthe programfor failure to pay

cost sharing. |In 8457.970(d), we proposed that a State may
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termnate the eligibility of an applicant or enrollee for “good
cause” other than failure to continue to neet the requirenents
for eligibility. W also provided that enrollees term nated for
good cause mnmust be given a notice of the term nation deci sion
that sets forth the reasons for term nation and provides a
reasonabl e opportunity to appeal the term nation deci sion.
Comment: One conmenter indicated that since title XXl is
not an entitlenent, and therefore children are not entitled to
recei ve services, States should not be required to establish a
gri evance procedure for children term nated for good cause.
Response: As provided by 8457.1130(a), States nust provide
enrollees in a separate child health programw th an opportunity
for a review of a termnation of eligibility. The opportunity
for areviewis an inportant conponent of a fair and efficient
system that should apply regardl ess of whether a State believes
that it term nated coverage for good cause. Indeed, in such a
situation, the purpose of the review would be to allow the
enrol | ee an opportunity to address whet her there was good cause
totermnate eligibility. Reviews serve an inportant purpose
regardl ess of whether the coverage provided is considered to be
an entitlement. 1In this final regulation, we renoved proposed
8457.970(d) (concerning “good cause”) because we found it

unnecessary and the conments suggested it was potentially
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confusing. States have the flexibility to identify any nunber of
reasons for termnating an enrollees’s eligibility that are
consistent with this regul ation.

Comment: A few commenters believed that denials,
suspensi ons, and term nations of eligibility should be revi ewed
under a different process than the internal and external review
process set out in 8457.985(b). Several comenters al so
questioned the appropriateness of utilizing the envisioned
gri evance and appeal s system for decisions regarding failure to
pay cost sharing and noted that disenrollnment for failure to pay
cost sharing should be reviewed under a different process than
that set out in 8457.985. One conmmenter suggested that HCFA
require States to use their Medicaid grievance and fair hearing
process for eligibility and disenroll ment determ nations rather
than deferring to internal appeals or State-specific insurance
practices.

Response: W agree with the comrent that internal and
external review consistent with State insurance |aw may not be
the appropriate formof review for eligibility and enrol | nent
matters, but we leave this matter to State discretion, as |long as
the m nimumreview requirenents are nmet. A State nay use the
same process for reviewing eligibility and enrol |l nent decisions

as it uses to review health services decisions, or it may use
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di fferent processes as long as the requirenents pertaining to
each type of review are net.

Comment: One conmenter suggested that HCFA permt
applicants and enrollees to file grievances and appeals on the
grounds that eligibility determi nations were linmted or del ayed.

Response: W agree that an enroll ee should be given the
opportunity for a review to address the failure to nake a tinely
eligibility determ nation. Section 8457.1130(a) requires a
review to address such a situation. As for the case of a
limtation of eligibility, we believe that denials, reduction, or
term nations of eligibility enconpass and therefore require an
opportunity for review of a decision to limt eligibility.

Comment: One conmenter believed that HCFA should nodify its
regul ations to all ow reasonabl e exceptions to grievance
requi renents, such as when disenroll nment or suspension of
services results froma State exceeding its allotnent.

Response: Under 8457.1130(c), we provide an exception and
do not require a State to provide an opportunity for review of an
adverse eligibility, enrollnent, or health services matter if the
sole basis for the decision is a provision in the State plan or
in Federal or State |aw that requires an automati c change in
eligibility, enrollnment, or a change in coverage under the health

benefits package that affects all applicants or enrollees or a
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group of applicants or enrollees without regard to their

i ndi vidual circunstances. |If a State stopped enrolling new
appl i cants because it had spent all of its allotted funds, this
woul d |ikely be a situation where applicants would not need to be
granted a review of the denial of their application. Wether a
review woul d be required woul d depend on whet her the denial was
automatic and applied broadly. For exanple, if a State with
limted funds anmended its approved State plan to enroll only new
applicants with special health care needs, an opportunity for
review woul d be required to provi de denied applicants an
opportunity to establish that they met the State’ s enroll nent
criteria. However, if a State exceeds its allotnent and no

| onger wi shes to operate its State plan as approved, the State
could either keep the plan in place and, pursuant to the State

pl an, suspend operation of the programuntil the begi nning of the
next Federal fiscal year when additional funding becones
avai |l abl e, or request withdrawal of its State plan by submtting
a State plan anendnent to HCFA as described in 88457.60 and
457.170. Under each of these scenarios, the State would no

| onger be approving any new applications and as such, reviews of
appl i cation denials or suspensions would not be subject to the
revi ew requirenents

Health Services Matters
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In 8457.985(a)(3), we proposed to require the State to
provide the right to file grievances and appeals in cases where
the State or its contractors take action to “reduce or deny
services provided for in the benefit package.” |In addition,
proposed 8457.495 required States to provide enrollees in a
separate child health programthe right to file grievances or
appeal s for reduction or denial of services as specified in
8457. 985.

We note that the range of health services-related natters
required to be subject to review under the final rule is nore
narrow than the range of matters included within the definition
of grievance in the proposed rule.

Comment: Several commenters agreed with the inclusion of
8457.985 in the proposed rul e but encouraged nodi fication of the
provision to include the right to file a grievance or appeal for

the term nation of services as well as for reduction or denial of

services in whole or in part.

Response: W agree with this comment, and 8457.1130(b) (1)
of the final rule reflects that States nust ensure that an
enrol | ee has an opportunity for external review of nmatters
related to delay, denial, reduction, suspension, or termnation
of health services, in whole or in part, including a

determ nation about the type or |evel of services.
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Comment: A conmenter suggested that HCFA shoul d permt
applicants and enrollees to file grievances and appeals on the
grounds that requests for covered services were limted or
del ayed.

Response: W agree with the coment, and in
8457.1130(b)(2), we require States to ensure an enrollee has an
opportunity for external review of a failure to approve, furnish
or provide paynent for health services in a tinmely nmanner.

Comment: One conmenter noted that the systemof review to
an i ndependent body should resenble the Medicaid systemto the
extent possible, in order to ease the burden on providers and to
provide continuity for famlies who nove between prograns.

Response: W recogni ze the inportance of easing the burden
on providers and on fam|ies who nove between a separate child
heal t h program and Medi caid. However, we decided not to require
that the external review for separate child health prograns
mrror the external review process required under Medicaid and to
take a nore flexible approach consistent with title XXI. W note
that sone States have chosen to adopt the Medicaid nodel for
reviews in order to have a consistent systemof review for their
child health prograns.

Comment: One conmenter indicated that States should provide

a tinmely appeal s process that includes direct discussion between
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the reviewi ng panel, the patient’s physician and the rel evant
specialists and, if appropriate, an external review by an

i ndependent panel of pediatricians experienced in the treatnent
of the patient’s illness.

Response: W agree with the need for a tinely process.

Under 8457.1140(b), review standards nust be tinmely in accordance
with the time franes set forth under 8457.1160. However, under
this final regulation, we have not prescribed the type of

conmuni cation that nust be allowed between the enrollee’s
physi ci an and any revi ew panel. The State has the | eeway to
require consultation with the enrollee’ s provider and/or with

i ndependent physicians, within the framework of the m nimum
standards established by these rules.

Comment: One conmenter believed that 8457.985(d) shoul d be
del eted because the term“conplaint” is not defined and it is not
cl ear what type of problemconstitutes a conplaint that would end
up outside the grievance and appeal s processes. The conmenter
noted that it is also unclear who woul d be responsi ble for making
such a determ nation, and what woul d happen should the pl an
deci de that a consuner’s grievance is really only a “conplaint,”
or vice versa. |In this cormenter’s view, the regulation should
not sanction the devel opnent or utilization of “conplaint”

systens that fall outside of the grievance and appeal s process.
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Response: W have del eted proposed 8457.985(d) fromthe
regul ati on text because we agree that its provisions were
unclear. Under the final regulation, we decided only to require
external review of the types of natters described in 8457.1130(b)
and to | eave States and their contractors the flexibility, within
the confines of applicable law, to design review procedures to
address any decisions or actions not required to be subject to
revi ew under the final regulation.

I Core Elenents of Review §457.1140

Comment: One conmenter asserted that HCFA shoul d specify
the basic conponents of a fair hearing, that the State agency
responsi bl e for adm ni stering the separate child health program
rat her than a managed care plan, should retain responsibility for
eligibility and enrol |l ment appeals, and that the preanbl e should
encourage States to use the Medicaid fair hearing process for
appeal s of this kind. According to this comenter, a fair
hearing requires the foll ow ng conponents: (1) the right to an
i npartial hearing officer; (2) the right to review records that
will be used at the hearing; (3) the right to revi ew evidence and
exam ne witnesses; (4) the right to represent oneself or be
assi sted by another; and (5) the right to obtain a tinely witten
deci sion with an explanation of the reasons for the deci sion.

One comenter specifically questioned the rationale for externa
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review of eligibility decisions because those decisions do not
require the nedical judgenent necessary in benefit denials.

One comenter argued that HCFA shoul d adopt m ni mum
standards for States that opt not to use their Medicaid fair
heari ng processes to ensure that: (1) appeals and determ nations
are tinely; (2) decisions are made by an inpartial hearing
of ficer or person; (3) hearings are held at reasonable tinmes and
pl aces; and (4) enrollees have a right to: (a) tinely review
their files and other applicable informati on necessary to prepare
for the hearing; (b) be represented or represent oneself; and (c)
present testinony and evi dence.

Response: Wile we agree that a State agency review, such
as the Medicaid hearing process, nmay be nore appropriate for
eligibility and enrollment natters than an internal and externa
revi ew process devel oped under an insurance nodel for health
services matters, we determned it was not appropriate to require
a State agency review or the Medicaid process for separate child
health prograns. Instead, these final regulations establish a
set of core elenents that each State nust address when it
designates its review process.

Section 8457.1140 incorporates certain suggestions of
commenters and requires that States, in conducting a review,

ensure that:(a) reviews are conducted by an inpartial person or
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entity in accordance with 8457.1150; (b) review decisions are
timely in accordance with 8457.1160; (c) review decisions are
witten; and (d) applicants and enroll ees have an opportunity to:
(1) represent thensel ves or have representatives of their
choosing in the review process; (2) reviewtheir files and other
applicable information relevant to the review of the decision;
(3) fully participate in the review process, whether the review
is conducted in person or in witing, including by presenting
suppl enental information during the review process; and (4)
recei ve continued enrollment in accordance with 8457.1170.

Comment: Two conmenters noted that 8457.361(c) establishes
that notices of eligibility decisions nmust include information
about the right of applicants to request a “hearing.” Proposed
8457. 365, on the other hand, requires States to provide enrollees
in separate child health prograns with an opportunity to file
“grievances and appeal s” for denial, suspension, or termnation
of eligibility. These comenters expressed that the nultiple
revi ews suggested by both these provisions of the proposed rule
have the potential to create unnecessary adm nistrative expenses
for the State and to confuse consuners.

One of these commenters agreed that an applicant shoul d
recei ve an explanation, preferably in witing, if an application

is denied. This notice is particularly inportant when the State
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uses a variety of “helpers,” such as community organi zations or
ot her programstaff, to assist in the enrollnment process. In
such situations, the conmenter believed that opportunities for
m sinformati on or m scomruni cation arise. For Medicaid prograns,
the conmmenter noted the word “hearing” is used to nean the entire
State fair hearing process, which is a fornmal and often | engthy
procedure. For separate child health prograns, however, a nuch
si npl er process, such as review by a senior staff nenber, is
appropriate according to this comrenter, given that there is no
i ndi vidual entitlenent to benefits under title XXI. This
conmenter therefore recommended that 8457.361(c) be anended to
make it clear that separate child health prograns need not enpl oy
t he Medi caid hearings process and that the State shoul d provide
an opportunity for review of such decisions that need not take
the formof a hearing.

Response: W recogni ze that we may have created confusion
in using different term nology in 88457.361(c) and 457.365. W
therefore clarified the review process that will be applicable to
adverse eligibility matters in 8457.1140 of the final regulation.

We appreciate the comenter’s concern that certain enrollee
protections may create an additional adm nistrative expense for
sone States. However, on bal ance, the inportance of ensuring an

enrollee’s basic right to a fair and efficient decision regarding
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eligibility for health benefits coverage justifies the

adm ni strative expenses that nay be incurred. W note,
furthernore, that these final regulations accord States broad
flexibility to design review processes that operate efficiently
wi t hout undue admi nistrative costs. W also appreciate the
support for the requirenent that notice nust be provided in
writing.

As for the concerns about the mechanics of the review
process, States with separate child health prograns do not have
to use the Medicaid fair hearing process as the nechanism for
review of adverse eligibility and enrollnent matters. Wile an
opportunity for review of such matters is required, we left it to
the States’ discretion to develop the details of the review
process for their separate prograns, provided the process neets
the m ni num gui delines set forth in 88457.1140, 457.1150(a),
457.1160(a), 457.1170, and 457.1180.

Comment: One conmenter asked that HCFA clarify what kinds
of procedures will be necessary if a State does not elect to use
its Medicaid programor does not have existing State |law. One
commenter expressed their view that the | anguage of proposed
8457.985 could be interpreted to nmean that States w thout
existing State laws requiring internal and external review

procedures need not establish any procedures for children
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enrolled in SCHHP. One commenter stated their view that a choice
bet ween Medi caid and State insurance practices is appropriate for
i ssues other than eligibility and disenroll ment determ nations.

Response: W agree with the comrent that our proposed rule
could | eave children in some States wi thout access to a review
process. Since State |aw varies and sone States do not have
applicable State laws, in order to assure sonme m ni num standard
of protections for all children, we elected to adopt in 8457.1140
m ni nrum st andards for conducting reviews of nmatters identified in
§457.1130. In addition, under 88457.1130(b) and 457.1150(b) of
this final regulation, a State is required to ensure that
enrol | ees have the opportunity for an external review of certain
health services matters, regardl ess of whether external reviewis
requi red under existing State law. Internal reviews are not
requi red by these regul ati ons.

I Inpartial Review 8457.1150 (proposed 8457.985(b))

W proposed under 8457.985(d) that States nust establish and
mai ntain witten procedures for addressing grievances and appea
requests, including processes for internal review by the
contractor and external review by an independent entity or the
State agency. W proposed that these procedures nust conply with

St ate-specific grievance and appeal requirenents currently in
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effect for health insurance issuers (as defined in section
2791(b) of the Public Health Service Act) in the State.

Comment: One conmenter recomended the | anguage at
8457.985(b) be anended to read “..process for internal review by
the contractor and independent external review by the State
agency..” This commenter noted it has established a strong
i ndependent review process through the State insurance agency.
The comrenter said that the term “independent entity” when used
to describe an external review can be interpreted to nmean an
organi zati on separate fromthe health plan, but chosen by the
plan to do the reviews. The conmenter noted that such an
arrangenent is a clear conflict of interest and indicated that
t he i ndependence of reviewers can be best assured if the review
goes through a neutral State agency. The commenter did not
support the NAIC s Health Carrier External Review Mdel Act.

Response: W appreciate the concern related to the
i ndependence of external reviews and have nade sone nodifications
to clarify and enphasi ze the need for an inpartial review. To
afford States the greatest flexibility in how they inplenent
their external review process, we did not change the | anguage to
allow only for external review by a State agency. Consi stent
with applicable State law, States may choose the entity that wll

provi de external review
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However, under 8457.1150(b), with respect to an externa
review of health services matters, we did specify that the
external review nust be independent and conducted by the State or
a contractor other than the contractor responsible for the matter
subject to external review. To the extent that a State relies on
a contractor to conduct such reviews, we expect that States w |l
closely nonitor the review process to assure that enrollees are
in fact receiving an i ndependent review of their case. W also
encourage comrunity organi zati ons and advocates to work cl osely
with famlies to assist themin navigating the process and to
assist the State in identifying issues related to inpartiality or
conflicts of interest if they arise. W would also like to note
that in the review of eligibility and enrollnment matters, we
requi re under 8457.1150(a) that a review nust be conducted by an
i npartial person or entity who has not been directly involved in
the matter under review

Comment: One conmenter expressed the view that the
automati c placenent of adverse decisions on the docket of a State
fair hearing systemis critical to ensuring that the rights of
enrollees are fully vindicated, given that the State hearing
systemis the first time the enroll ees receive an i ndependent
review. This comrenter believed the burden placed on the fair

heari ng system woul d not outwei gh the Constitutional deficiency
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of not requiring an automatic filing for a fair hearing after an
adverse decision by a non-inpartial decision naker. This
commenter said that due process concerns are significant, and
that enrollees may not truly conprehend that they have a right to
an external review despite the best efforts at notice on the part
of a State/contractor and assum ng they understood the notice of
their rights. The conmenter believed that automatic referra
woul d reduce these problens, inprove public perception about

heal th care decisions given the review by an inpartial decision
maker, and inprove the overall quality of care by encouragi ng
correct treatnent decisions at the outset.

The comrenter noted that the nunber of cases proceeding
through the State fair hearing process, even with autonatic
referral, may not be substantial or costly. According to the
conmenter, in Medicare where automatic referral occurs, the cost
is generally less than $300 per case. |In 1997, automatic
referral resulted in only 1.65 cases per 1000 nanaged care
enrolles. Yet, this commenter stated, access to an outside
inmpartial reviewis clearly significant for enrollees. The
commenter pointed to a Kaiser Fam |y Foundation study on State
external review | aws that found al nost 50 percent of cases
consi dered through an external appeals review overturned the

managed care organi zation’s initial decisions. The comenter
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noted that while States have financial concerns in maintaining a
strean i ned external review process, such concerns shoul d not
overrule an enrollee’s right to due process.

Response: As noted above, States do not need to use the
State fair hearing process as the independent external review
process required under 88457.1130(b) and 457.1150(b). Externa
review can be done either by a State agency or a contractor other
than the contractor responsible for the matter subject to
external review \Wile we appreciate the commenter’s concerns,
we el ected not to require States with separate child health
prograns to ensure the automatic referral of adverse decisions to
external review. W did, however, adopt m ni num procedura
protections related to the right to an i ndependent externa
review in certain situations, consistent with the requirenments of
due process.

We acknow edge the inportant information contained within
the study cited by the coomenter relating to the m ni mal
adm ni strative cost of automatic referral. Gven the |ow cost of
such a process, and the added protections and accountability it
can provide in sonme circunstances, we encourage States to
consider this option carefully when establishing their review

process.
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I Tine franes 8457. 1160 (proposed 88457.361(c), 457.985(b) and
457.995(g) (2))

I n proposed 8457.985(b) and 8457.995(g), respectively, we
required that “resolution of grievances and appeal requests wll
be conpleted within a reasonabl e anount of tinme” and that
“grievances and appeal s nust be conducted and resolved in a
tinmely manner that is consistent with the standard health
i nsurance practices in the State in accordance with 8457.985.”

I n proposed 8457.361(c), we provided that “the State nust send
each applicant a witten notice of the decision on the
application and, if eligibility is denied or term nated, the
specific reason or reasons for the action and an expl anati on of
the right to request a hearing within a reasonable tine.”

Comment: Several commenters noted that the regulation
shoul d require that grievances and appeals be decided in a tinely
fashion. Several commenters asserted that if HCFA decides to
maintain its proposed policy on grievances and appeal s, strict
mnimal tinmelines should be incorporated to ensure that
gri evances and appeals are conducted in an expedited nmanner. A
di fferent comrenter, representing providers, noted that it saw no
reason why providers should not be expected to respond wthin
seven days to a request for treatnment. That commenter noted that

if a State/contractor denied such a request, an enrollee would
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not receive any new benefits until the final resolution of the
gri evance process. A State/contractor could request an extension
if it could show the extension would be in the enrollee s best
interest. The commenter also believed that HCFA shoul d establish
m ni mum requi renments for an expedited procedure to neet the needs
of enrolles with severe nedical conditions.

This commenter al so suggested a requirenent of 14 days for a
response to a standard grievance. Two commenters acknow edged
that suggested tine frames are different fromthe 30 day tine
frames in Medi care+Choi ce and Medi cai d nanaged care, but argued
that SCHI P enrol |l ees do not have the opportunity to get services
el sewhere while they are waiting for the appeal to be resol ved.
One comenter also noted that when Medicaid and SCHI P i ndividual s
are denied treatnent, they often have no ot her recourse except
t he proposed grievance process. They recomended that HCFA
reduce the standard resolution tine frame in Medicai d managed
care from30 to 14 days. A different commenter recomrended
provi ding for an accel erated process where there is an initia
deni al of services that poses the risk of serious nedical harm

Several commenters reconmended HCFA define maxi mumtine
frames, and one commenter recomended HCFA define a “reasonabl e”
time period and indicate what nmaximumtinme frame would still neet

the “reasonabl e” requirenent. This second commenter al so
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believed that a | engthy grievance process nmght be held to
violate an enrollee’s due process rights. The commenter
recommended a maximumtine frame of fourteen days for responding
to a standard gri evance, which may be to review a provider’s
deci sion not to provide requested itens or services, or to review
a provider’s decision to deny, suspend, or termnate eligibility,
reduce or deny benefits, or disenroll the enrollee for failure to
pay cost sharing. The comrenter noted that, in many cases, the
State/contractor will have an established policy and will not
need the full fourteen days. This commenter also noted that even
in cases which involve an assessnent of an individual’s
condition, fourteen days is anple tine. The conmenter advocated
that States be allowed to set a tinme frane of |ess than fourteen
days. The commenter noted that a State/subcontractor does not
necessarily save noney by del aying resolution of a grievance,
because the State remains financially responsible for the care
and may have to reinburse the famly for expenses incurred prior
to enrollnment. 1In certain cases, it mght cost the
St at e/ subcontractor nore to delay treatnent because the treatnent
ultimately required m ght cost nore than the initial requested
treat nent.

Response: As reflected in the proposed regul ati on, we agree

that a review process should be conpleted in a tinmely fashion
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and, as reflected in the final regulation, that there is a need
for mnimumtineliness standards. As in the proposed regul ation,
in 8457.340(c) of this final regulation, we prescribed maxi num
time franmes for eligibility determnations. 1In this fina
regul ati on, we al so separately address the tineliness of review
of eligibility and enroll nent matters, and the tineliness of

revi ew of adverse health services matters. Under 8457.1130(a),

8}

State nust ensure that an applicant or enrollee has an
opportunity for review of a: (1) denial of eligibility; (2)
failure to make a tinely determ nation of eligibility; or (3)
suspensi on or term nation of enrollnment, including disenroll nent
for failure to pay cost sharing. Under 8457.1160(a), the State
must conplete the review of the matters described in 8457.1130(a)
within a reasonabl e amount of tinme. |In order to ensure that

del ays in the review process do not cause a gap in coverage,
under 8457.1170, States are required to provide an opportunity
for the continuation of enroll nent pending the conpletion of
review of a suspension or termnation of enrollnent, including a
decision to disenroll for failure to pay cost sharing. W also
require the State to consider the need for expedited review when
there is an i mediate need for health services. Under 8457.1120
we require States to describe these tinme frames in their State

pl ans.
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In light of concern about the tinme frames for review of
health services matters, we specified a tine standard for the
resolution of external reviews (and any internal reviewif
avai l abl e), including expedited tine franes, in 8457.1160(b).

Heal th services matters subject to review include: (1) delay,
deni al , reduction, suspension, or termnation of health services,
in whole or in part, including a determ nati on about the type or

| evel of services; or (2) failure to approve, furnish, or provide
paynment for health services in a tinely manner. Reviews nust be
conpl eted in accordance with the nmedi cal needs of the patient.
Under the standard tine franme, a State nust ensure that externa
revi ew of a decision as described in 8457.1150(b) is conpleted

wi thin 90 cal endar days of the date an enrollee initially
requests external review (or an internal review if avail able) of
the decision. Under the expedited tine frame, a State nust
ensure that internal review (if available), or external review as
requi red by 8457.1150(b), is conpleted within 72 hours of the
time an enrollee initially requests a review if the enrollee’s
physi ci an determ nes that operating under the standard tine frame
coul d seriously jeopardize the enrollee’s life or health or
ability to attain, maintain or regain maxi rumfunction. |If the
enrol | ee has access to internal and external review, then each

| evel of review nust be conpleted within 72 hours (for a possible
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total of 144 hours). The State nust provide an extension to the
72-hour period of up to 14 days if the enrollee requests such an
extension. This provision for an expedited tinme frame reflects
our agreenent with the conments calling for an accel erated
process if the passage of the standard tine allowed for the
process poses serious harmto the enroll ee.

Comment: One commenter recommended that in order to ensure
an enrollee’s rights to obtain tinmely nedical care, both the
i nternal grievance process and the State fair hearing process
shoul d conclude within 90 days. They noted that current State
fair hearing regulations require a State to conplete the fair
hearing within 90 days fromthe request for the hearing.

This commenter al so stated the proposed regul ations did not
provi de gui dance on what happens if a State/contractor fails to
neet its grievance and appeal s procedures and recommended HCFA
establish m ni num standards to address nonconpliance. The
conmenter said that even with standard health insurance
practices, there is no guarantee that a State/contractor wl|l
conply in a tinely fashion. The commenter reconmended the
approach of the Medi care+Choice regul ations that provide that an
managed care organi zation’s failure to neet initial determ nation
and reconsideration tinme frames is automatically considered an

adverse decision that is referred to the next |evel of review
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This commenter advocated that HCFA adopt this policy in the SCH P
regul ations as well. The commenter believed this position,
coupled with mninmumtine franmes, would best protect enroll ees’
rights w thout causi ng undue hardshi ps on providers.

This commenter al so recomended t hat HCFA shoul d grant
States the authority to i npose nonetary fines upon participating
contractors for failure to neet tine frames as a neans to enforce
conpliance. The commenter recomended anendi ng 8457.935 to
i ncl ude | anguage requiring States that contract with
participating contractors to i npose sanctions if the State
determines that a participating contractor fails to provide
medi cal | y necessary services that the participating contractor is
required to provide, or fails to neet specified tinme franes.

Response: Under 8457.1160(b) (1), we defined the standard
time frane for the review of a health services matter. A State
nmust ensure that external review, as described in 8457.1150(b),
is conpleted within 90 cal endar days of the date an enrollee
requests external review (or internal review if available). W
expect that an enrollee will be provided notice of the outcone of
the reviewwithin the 90-day tinme frane. As described above, the
final regulations provide an opportunity for expedited review,

under 8457.1160(b)(2).
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We do not see a need to create further conpliance standards
or enforcenent mechani sns beyond those that have been al ready
i npl enment ed pursuant to section 2106(d)(2) of the Act. This
provision requires States to conply with the requirenents under
title XXI and allows HCFA to withhold funds from States in the
case of substantial nonconpliance with such requirenents. It is
within the State’'s discretion to determ ne whether to include in
contracts nonetary fines for failure to neet tine frames as a
nmeans to enforce conpliance with required tine frames. States
are, of course, required to adm nister their prograns in
accordance with the law and their State plans. At a mni mum
therefore, States are responsible for nonitoring the conduct of
their contractors and ensuring that their conduct fully conplies
with these regul ations and the State pl an.

Comment: One conmenter noted that the regul ati ons do not
make clear the relationship between the internal and externa
revi ew processes. |In nost instances, State |aw requires
exhaustion of the internal review process (as does the NAIC
nodel ) before a consuner can nove to the external review
However, a nunber of States also include tinelines and exceptions
(for exanple, when the harm has al ready occurred) to ensure that
this does not inpede the process unnecessarily, and the commenter

recommended that HCFA do the sane. Another conmenter expressed
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that HCFA shoul d prohibit States fromrequiring exhaustion of

i nternal plan processes. |f HCFA does not prohibit such a

requi renent, according to this conmenter, it nust include
adequat e safeguards so that plans do not benefit from delay at
the enrollee’s expense. Specifically, HCFA should require that
States set strict tinetables for review and determ nati on, assure
aid continuing pending a determ nation, and provide for expedited
review when the failure to authorize a required | evel of
treatment or to provide or continue a service jeopardizes the
enrol |l ee’ s heal th.

Anot her conmenter noted that sonme States nay require an
enrollee to exhaust a plan’s internal grievance procedures before
all owi ng access to the State fair hearing process and believed
these State practices may violate enrollee’ s due process rights.
The comrenter requested that we ensure that enrollees not be
requi red to exhaust internal grievance procedures before
accessing the State fair hearing process. The conmenter was
concerned that the internal grievance process does not provide
inmpartial review. They noted that even under the proposed
Medi cai d managed care regul ations, the individual conducting the
internal review, while not famliar with the case file, is
enpl oyed by the plan provider. According to this comenter, this

i ndi vi dual has an inherent pecuniary interest to resolve the
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grievance in favor of the State/contractor. Because the enrollee
is effectively denied benefits until the process is conplete,
States/contractors have little incentive to resolve the

gri evances quickly. The conmenter argued that if the enrollee is
forced to exhaust the internal grievance process, the enrollee
woul d be deprived of due process. The conmenter recomended HCFA
amend 8457.985(b) to permt the enrollee to request a State fair
hearing on a grievance at any tine.

Response: It should be noted that the State fair hearing
process is the process for external review under Medicaid managed
care. Wile States have the option to use the Medicaid fair
heari ng process to satisfy the requirenent for external review
under this regulation, we do not require this process for
separate child health prograns. W also left to States the
di scretion to deci de whether plans should be required to conduct
an internal review and whether, if they do so, they should
requi re exhaustion of internal plan processes before an enrollee
coul d pursue an external review. Nonetheless, we believe it is
i nportant for enrollees to have certain m ninum procedura
protections consistent with due process and have therefore
adopted m ninmumrequirenents and time frames for reviews. Under
88457.1130(b) and 457.1150(b), States nust provide enrollees

access to an external review of certain health services matters.
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Pursuant to 8457.1150(b), review decisions nust be independent
and made by the State or a contractor other than the contractor
responsi ble for the matter subject to external review. Wile a
State may require an enrollee to request and pursue an interna
review, any procedures developed by the State or its contractors
relating to internal review cannot interfere with the enrollee’s
right to conplete the external review within 90 days fromthe
data a review (either internal or external) is requested.
I Continuation of Enrollnment 8457.1170. (Proposed

8457.985(c))

We received a nunber of conments urging us to require
conti nuation of enroll ment pending conpletion of the review

Comment: Several commenters were particularly concerned
that children receiving benefits under separate child health
prograns nay be as poor as those who receive Medicaid in other
States, and believed that States should therefore be required to
conti nue assistance at pre-termnation levels until an inpartia
review of a child s case is conpleted. Miltiple comenters
argued that even though the SCH P statute does not include the
sanme entitlenent as Medicaid, constitutional due process my
require mniml protections that are not included in the proposed
rule. A few commenters underscored the need for due process

protections in title XXI because of the lack of entitlenent to
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benefits under the program and reconmended the Medicaid
procedures. O her comenters echoed the specific suggestion that
there be circunstances in which benefits continue for current
reci pi ents pendi ng appeal .

One comenter specifically recommended that continuation of
servi ces pendi ng appeal should occur in circunstances where
term nation or reduction of services poses serious nedical harm
and to provide for an accel erated process where there is an
initial denial of services that pose such harm Two conmenters
noted that continuation of benefits is especially inportant for
enrollees termnated for failure to pay cost sharing or other
financial contributions, which do not relate to an enrollee’s
actual eligibility for benefits. These conmenters reconmended
that HCFA require that enrollees nust affirmatively request
term nation of benefits. One commenter recomrended the | anguage
at 8457.985 be anended by adding: “Unless an enrollee
affirmatively requests that itens or services not be continued,
the State/contractor nust continue the enrollee’ s benefits until
the i ssuance of the final grievance decision or State fair
heari ng decision.”

Response: W appreciate the comrenters’ concerns about the
need to protect children enrolled in separate child health

prograns who have very limted i ncones and whose famlies have
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little or no ability to pay for costly but necessary health
services, and we have adopted provisions related to continuation
of enrollnent, as described bel ow

Section 8457.1170 requires States to ensure the opportunity
for continuation of enroll nent pending review of term nation or
suspensi on of enrollment, including a decision to disenroll for
failure to pay cost sharing. A State may limt the tine period
during which such coverage is provided by arranging for a pronpt
review of the eligibility or enrollnment matter. However, not al
such matters are subject to the continuation of coverage
requi renent; under 8457.1130(c), a State is not required to
provi de an opportunity for review of such a matter if the sole
basis for the decision is a provision in the State plan or in
Federal or State |law requiring an automatic change in
eligibility, enrollnment, or a change in coverage under the health
benefits package that affects all applicants or enrollees or a
group of applicants or enrollees without regard to their
i ndi vidual circunstances. Therefore, if the situation is such
that the State is not required to provide an opportunity for
review according to this regulation, then the State does not have
to provide the opportunity for continuation of enrollnment. W
al so note that the costs of providing continued benefits are not

adm ni strative costs subject to the 10 percent cap, regardl ess of
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the outconme of the review Wth respect to disenrollnment due to
failure to pay cost sharing, we have added a provision in
8457.570(b) to ensure that the disenroll ment process afford an
enrol |l ee the opportunity to show that the enrollee’'s famly
i ncome has declined prior to disenrollnment for nonpaynent of
cost-sharing charges. Finally, we note that services need not be
conti nued pending a review of a health services matter, although,
as descri bed above, expedited review processes nust be avail abl e
when the physician or provider determnes that the enrollee’s
life or health or ability to function will be jeopardi zed.

' Notice 8457.1180 (proposed 88457.361(c), 457.902,
457.985(a), and 457.995(g)).

In the preanble to the proposed regul ati on at 8457.985, we
stated that a State should nake available to famlies of targeted
| ow-i ncome children information about conplaint, grievance, and
fair hearing procedures. W proposed to require that the State
and its “participating providers” give applicants and enroll ees
witten notice of their right to file grievances and appeals. 1In
proposed 8457.361(c), we required that “the State nust send each
applicant a witten notice of the decision on the application
and, if eligibility is denied or term nated, the specific reasons
or reasons for the action and an explanation of the right to

request a hearing within a reasonable amount of tine.”



HCFA- 2006- F 816

Comment: A commenter on 8457. 340 and 8457. 361 expressed
strong support for the inclusion of rules setting m ni mum
standards for procedural fairness, including the basic due
process protections of opportunity to apply w thout delay,
assi stance in conpleting applications, required notices, and
tinely eligibility decisions. This cormmenter noted that notice
is a basic due process right required by the U S. Constitution
under well-settled | aw whenever a citizen is denied a public
benefit, and that the rules should specify that notice nust be
tinmely. The conmenter al so recommended that for current
reci pients, notice of an adverse action should be in advance of
the action. 1In the conmmenter’s view, the notice should inform
people of the right to be acconpanied by a representative as wel
as the right to appeal.

Anot her conmenter on 8457. 340 suggested that rules shoul d
speci fy that notice of denial or adverse action nust be tinely
and in advance of adverse action for current benefits, with
benefits continuing through an appeal process, should an appea
be initiated. In this commenter’s view, notice should be
required to be tinmely and include information regarding the right
to appeal and to be acconpanied to the hearing by a

representative.
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Response: W appreciate the support for these standards,
and the effort to establish rules that are consistent with due
process requirenments. W agree that notice should be tinely and
have added this to the | anguage at 8457.1180. As in the proposed
regul ation, the final regulation sets forth maxi mumtine franes
for eligibility determ nations in 8457.340(c). Additionally, in
the case of redeterm nation of eligibility, under 8457.340(d),
the regulations require that in the case of a suspension or
termnation of eligibility, the State nust provide sufficient and
tinmely notice to enable the child s parent or caretaker to take
any appropriate actions that nay be required to ensure ongoi ng
coverage. For exanple, if continued enrollnent pending a review
is allowed when a review is requested before enrollnent is
schedul ed to end, notice of the action and the opportunity for
review nust be provided to the famly w th enough advance notice
to allowthe famly to request the review and to keep their child
enrol |l ed pending review. Under 8457.1160(a), a State nust
conplete review of an eligibility or enrollnment matter within a
reasonabl e amount of tinme. |In setting time franes, the State
nmust consi der the need for expedited decisions when there is an
i mmedi ate need for health services. Additionally, under
8457.1140(d) (2) we require that applicants and enroll ees have a

right to tinely review of their files and other applicable
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information relevant to the review of the decision. Under this
final regulation, however, while States have discretion to
determine the precise timng of the notices in light of their own
adm ni strative needs, the notice of the outcome of the review
nmust be delivered within the prescribed overall time franmes for
revi ew.

W addressed the issue of notice in 8457.1180, in which we
required States to ensure that applicants and enrollees are
provided tinely witten notice of any determ nations required to
be subject to review under 8457.1130 that includes the reasons
for the determ nation; an explanation of applicable rights to
review of that determ nation, the standard and expedited tine
franes for review, and the manner in which a review can be
request ed; and the circunstances under which enroll nent may
conti nue pending review Section 8457.340(d) cross references
the notice requirenments of 8457.1180. Under 8457.1140(d) (1)
States nust ensure that applicants and enrol | ees have an
opportunity to represent thenselves or have representatives of
their choosing in the review process. As for continuation of
enrol I ment, the regul ations require States under 8457.1170 to
conti nue enroll ment pending the conpletion of a review of a
suspensi on or term nation of enrollnment including a decision to

di senroll for failure to pay cost sharing.
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Comment: One conmenter requested clarification on the
rel ati onship of 8457.361(c) to the requirenent in 8457.360(c).
This commenter expressed a belief that every famly shoul d be
notified of the status of each child s application and whether:
(1) the application for enrollment in the separate child health
program has been approved; (2) the application has been referred
to Medicaid; or (3) the child had been found ineligible for both
progr ans.

Response: The State must provide witten notice of any
determ nation of eligibility under 88457.340(d) and 457.1180.
So, if the State determ nes that an applicant is ineligible for
coverage under its separate child health program the State nust
provide witten notice of that determnation. |[|f the application
is a joint Medicaid/ SCH P application, a State would then need to
conply with Medicaid requirenments in providing notice about an
applicants eligibility for Medicaid. In the case of term nation
or suspension of eligibility, under 8457.340(d), the regul ations
require that the State nust provide sufficient notice to enable
the child s parent or caretaker to take any appropriate actions
that may be required to ensure ongoi ng coverage.

Comment: One conmenter suggested that HCFA [imt
requi renents that providers furnish notice to enrollees.

According to this comenter, sone States permt treating
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provi ders and managed care plans to provide SCH P applications
and performdirect marketing activities, but sone do not. In
this cormenter’s view, providers in States that do not all ow such
i nvol venent woul d have no opportunity to provide applicants with
notices. This commenter al so suggested that HCFA not require
treating providers who serve SCH P enrol | ees under a nmanaged care
contract to provide notice to enrollees. This conmenter
suggested that this would be nore appropriately done by the
managed care plan in the nenber information nmaterials. Yet

anot her comrenter strongly supported the | anguage in 8457.985(a)
requiring that participating providers, in addition to States,
provi de applicants and enrollees witten notice of their right to
file grievances. This commenter argued that it is inportant that
appl i cants and enrol |l ees have access to information about their
gri evance and appeal rights at the points of direct contact-which
is nost often the provider.

Response: |In 8457.1180, we specified the general content of
the notice but left States the flexibility to determ ne who
shoul d provide the notice. W do not consider general statenents
of procedure in initial menber information materials sufficient
notice of the review process available for a particul ar

deterni nati on.
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Comment: One commenter noted that enrollees should be
informed of their right to appeal any adverse decision to an
i ndependent body.

Response: W agree with the need for enrollee notification.
Section 457.1180 requires tinmely notice of determ nations subject
to the review process specified in this regulation, including
matters subject to external review by an i ndependent entity.

I Application of Review Procedures where States O fer Prem um
Assi stance for G oup Health Plans 8457.1190.

We note that under this final rule we use the term “prem um
assi stance prograni instead of “enpl oyer-sponsored insurance
nodel ” to describe a situation where a State pays part or all of
the premiuns for an enrollee or enrollees’ group health insurance
coverage or coverage under a group health plan. Qur responses to
comments referring to “enpl oyer-sponsored i nsurance nodel s”
reflect this change in term nol ogy.

Comment: One conmenter noted that for coverage provided
under a prem um assi stance program the State does not contract
for services and is not in a position to dictate conpliance with
requi renents included in 8457.985.

Response: W acknow edge that States’ SCH P prograns do not
have direct authority over group health plans that may be

provi di ng coverage under prem um assi stance prograns. At the
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sanme tinme, there is no basis for providing children fewer
procedural protections because they may be enrolled in a prem um
assi stance programunder SCH P. 1In order to bal ance these
concerns, the regulations provide States flexibility so that they
may of fer prem um assi stance through plans that do not neet the
revi ew standards set out in these regulations, as |long as
famlies are not required to enroll their children in these

pl ans. Under 8457.1190, a State that has a prem um assi stance
program t hrough which it provides coverage under a group health
pl an that does not neet the requirenents of 8§8457.1130(b),
457.1140, 457.1150(b), 457.1160(b), and 457.1180 nust give

appli cants and enrollees the option to obtain health benefits
coverage through its direct coverage plan. The State nust
provide this option at initial enrollnment and at each

redeterm nation of eligibility.

Comment: One State expressed concern that the | evel of
detail of the CBRR provisions in the proposed regulation inhibits
States from devel opi ng effective prem um paynent systens for
prem um assi stance progranms. Anot her comrenter noted that under
prem um assi stance prograns, there is no contractual nechanism
t hrough which to enforce requirenents, given that the enpl oyer
not the State, contracts with the health plan. This conmenter

said that requiring States to apply these requirenents under such
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a nodel will mean that enployer plans will never qualify for
prem um assi stance. This commenter assuned that HCFA did not
intend these requirenents to apply to prem um assi stance
prograns, and reconmmended that HCFA clarify its position.
Response: Wile we appreciate the conmenters’ concern,
States nust conply with the requirenents of this regulation
regardl ess of whether coverage is provided through a group health
plan. Under title XXI, the standards and protections apply to
all children receiving SCH P coverage, including children
recei ving SCH P-funded coverage through group health plans. W
do recogni ze that States to not have direct contractua
rel ati onshi ps with prem um assi stance prograns and accounted for

this constraint in 8457.1190.



